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PROCEEDI NGS
[8:12 a. m]

DR. HARRI SON: Good nor ni ng.

[ Slide]

DR. M CHALEK: This is actually the --

MR. COENE: Oh, you've got a one-pager,
Joel, that you've laid in front of us, is that correct,
that we probably have | ost in our papers?

DR. HARRI SON: Starts off with review at
wor k.

DR. M CHALEK: What we have here is the
Statement of Work. The Statement of Work is a docunent
that is witten by the governnment that tells SAIC what
to do. It says, the contractor shall do this, the
contractor shall do that. It is the docunment which is
the basis for the entire physical exam the travel, the
| odgi ng, the tracking, the clinical activities, the
reporting, the statistical analysis, the whole nine
yards. The date of rel ease.

It is a docunent that both parties sign up
to; it is a contract between the governnment and this

conpany, SAIC. And what you have there in that | oose-




N

1 leaf is --

P DR. STOTO. O maybe anot her conpany.

3 DR. M CHALEK: Yes. \What you have in the

4 | oose-leaf is the contract fromthe | ast physical, 1997
b physical. It is that contract that we will nodify

6 slightly for the new one, and so it provides a

7 framework for discussion

8 So what's in that contract in very cursory

O description is this: Now at this point, we' ve kind of
D reached the [imt of what | can do wi th Powerpoint.

il We are tal king about kind of a hefty

P docunment there; we're tal king about a couple of hundred
B di fferent nmeasure of how, we're tal king about 67 or 58
1 di fferent | aboratory nmeasurenents; |I'm not going to

b 1ist those in Powerpoint.

o What you need to do is look at it. The nost
7 docunment for you will probably be the Exam ner's

8 Handbook, which is at the very end. The Exam ner's

0 Handbook is what's given to the staff at Scripps. Just
D t hunb through the Statenment of Work -- eventual ly

1 you'll conme to sonething called an addendum

P DR. MNER: [It's about page 61, or so.




DR. M CHALEK: It's called Addendum A. Air
Force Health Study Exam ner's Handbook. That was the
docunent that, the details of what was done at the | ast
physical in narrative form stripped of all the
contracting |ingo.

It says very directly -- for exanple, on
page 62, paragraph 2: The general physical exam shal
concl ude an assessnment of -- and then it lists all
these things. And then it goes on: The der matol ogy
exam shal |l include these things -- so on

This is the docunment that will probably be
the one you will want to focus on, because this has the
bul k of the scientific content of our activities at the
next round.

Al'l the special testing is on page 64;
pul nonary testing, APG do an exam for occult bl ood.
It's all here.

At the bottom of page 64, Item 13 -- we're
not going to do that next tinme. That's the adipose
tissue sanpling we did |last cycle that we're not going
to do next cycle; extracting 12 grans of fat fromthe

abdonen.




So | have just given you a brief outline of
what's in the Statenent of Work, and | have outlined
t hose portions of it that you want to focus on froma
scientific point of view, which are all of course
summari zed in the Exam ner's Handbook, but they're also
given the contractual |anguage throughout the statenent
of work.

The specifications for the |last part of the
testing is there, along with all the details on quality
control, and which quality control charts they're going
to use, what coefficients of variation they have to
have, how the |l ab has to be kept certified, how the
staff has to be maintai ned stable, how sanples have to
be kept and a certain number of watts, and all the
detail are there about the nuts and bolts of conducting
a big study at a research level of quality.

It's not just like the famly clinic; this
is -- we think -- top of the line activity.

So that's the docunent. And let's just | ook
at the rest for a mnute.

So the idea is that we will | ook at the

docunent




1 in Decenber; and the idea is to think about what we

P should do or not do at the next physical exam

3 Now on those |lines, we need to need these

1 things. First of all, it's not a good idea to sign up

b to a contract and then | ater on change our m nds about

6 something. That will incur a |large amount of cost, and
7 will disrupt the process.

8 Qur goal here is to make decisions up front

O and then follow through -- | hope delay, w thout any

D changes throughout he whole activity. And that's |ike,
1 called contracting limtations. Because any change to
P the contract will incur extra cost, and that w |

B di srupt our process. We only have a fixed anmpunt of

4 noney, and we don't want to have to do that.

b Then there's the protocol. W just can't

6 decide "Well, we're not going to do neuro anynore."

7 1t's in the protocol that we're going to do neuro. W
B have a | ot of other reasons to want to do neuro, but --
O in other words, there's a framework here of activities
D t hat are specified by the protocol. There's a

1 structure to this that goes back to 1980, which is in

P the protocol; and that's what that's about.




il There are |l ogistical constraints, too. You
P m ght say "Well, we're going to add a new test."” It

B m ght happen that -- the caffeine breath test, for

4 exanpl e, m ght take four hours. W don't have four

b hours. We're going to do so many ot her procedures and
6 these nen are going to see so many doctors and do so

7 many bl ood draws that there isn't enough tinme to

B i ntroduce a four hour test while they're at the clinic;
D it's infeasible.

D So you have to worry about that, too; we

1 call it logistical constraints. For exanple, a certain
P test might require that they be fasting for a full day
B or sonet hing beforehand. Well, that could be a

4 | ogi stical problemif you have elderly individuals that
b -- the ranges of ages here are --.

5 COL. MARDEN: One of the other |ogistical

7 constraints is that when the guys conme in they cone in
B on a flight that the contractor is schedul ed, and

O they're scheduled to depart on a fixed flight; it isn't
D an open ticket. So any kind of deviation fromthe

1 schedul e creates massive headaches for the contractor

Pin trying to either reschedule a flight or get a




1 procedure done within the time constraints of the

P flight that the guy has schedul ed.

3 And there's our so-called technical

1 | egaci es.

b DR. HARRI SON:  Now wait a m nute now.

5 So how much slack is there in the schedul e?
% DR. M CHALEK: There's not a lot.

8 DR. HARRI SON: I nstead of saying there's

0 | ogi stical constraints --

D DR. M CHALEK: Well --

il DR. M NER:. Last cycle --

P DR. HARRI SON: In order for us to consider
Bthis, | need to know. Are you saying that anything

A1 that takes mobre than 15 m nutes should not be

b consi der ed?

5 DR. M CHALEK: No, no, |I'mnot saying that.
7 DR. M NER: Last year or |last cycle--

8 DR. HARRI SON: In order for us to consider
O this, | need to -- say that anything that takes nore

D than 15 m nutes should not be consi dered.
il DR. M CHALEK: Wait a m nute, now.

p DR. M CHALEK: Go ahead.




=

1 DR. HARRI SON: So how much slack is there in
P the schedul e?

3 DR. M CHALEK: There's not a | ot.

al DR. M NER: Last cycle, based on | ooking at

b what happened in the previous cycle, we went froma 2-
6 1/ 2 day examto a 2-day exam We decided that was not
7 a good thing to do, and we're going back to a 2-1/2 day

B exam So thereis alittle more tinme this tine.

0 DR. HARRI SON: So conpared to the last tine,
D you' ve got four hours.

1 DR. M NER:. We do have four?

P DR. M CHALEK: Four hours.

B DR. M NER:. We m ght have four hours, right,
4 but not four hours twce.

b DR. HARRI SON: Under st ood.

6 DR. STOTO. Well, conceivably, if there was
7 really inmportant, and it would take an extra day, it

B coul d be changed.

0 DR. M CHALEK: Ri ght .

D DR. MNER:. [|If we take an extra day, though,
1 then that adds another --

P DR. M CHALEK: Another night at the hotel.




il DR. STOTO. Right, that's what | was going

P to ask. Is there a total constraint on the cost per --
3 COL. MARDEN: It's a relative constraint.

4 DR. M NER: W have a cost estimate already
b outlined for this cycle. | can't tell you what that is

6 because |'ve got contractors in the room

7 DR. STOTO. | under st and.

8 MR. COENE: Is it based on 2-1/2 days, is it
O based on 2-1/2 days?

D DR. STOTO.  Yes.

il LTC BURNHAM So addi ng a day mekes

P significant --

¢ DR. HARRI SON: What you're saying is, you've
1 got your noney allocated into different slots and

b you're going to try to -- and you -- it's easy for you
6 to shuffle stuff within those slots, but to change from
7 one slot to the next is at |east an accounting problem
B if nothing el se.

0 LTC BURNHAM O to go back and get nore

D noney - -

1 DR. HARRI SON: Well, that doesn't sound too

P practical .




il In terms of -- | nmean, what you're saying,
P t hough, is that you don't want to change the protocol;
B t hat makes sense. The |ogistical constraint, though,
1 instead of just that being a category, when | | ook at
b this Statenment of Work and the other proposals, there

6 actually is a fair amount of slack in the system

7 DR. M CHALEK: There is slack in the system
8 DR. HARRI SON: It's not real tight.
0 DR. M CHALEK: There's sone sl ack, yes; and

Dit's hard for ne to tell you what that is, exactly.

il Anot her exanpl e would be, you woul dn't want

P to do a debilitating test on the day they have to

B | eave, because you have to get this guy to airport, and
1 we don't want to have him stunbling out the door al

b weakened from a big procedure.

6 COL. MARDEN: O on our 92 year old subject.
% DR. M CHALEK: Yes. By the way, the

B earliest birth year in this study is 1910, and the

O | atest birth year is 1956. So there's quite a range in
D ages in this group.

il The ol dest individual that showed up | ast

Ptime was in his 80s.




P

3

A

Technical |egacies. W certainly would |ike
to be able to conpare one report with another. W |ike
to be able to do longitudinalities; we |like to see
repeat ed neasures over tinme. So it's disruptive to say
"Okay, we're not going to nmeasure this variable
anynore. Because then we |ose, we don't have a track
anynore."

There are a lot of things we do because
we're interested in tine trends. So that's what that
is. And we don't |ike to change our definition of cases
very often. | know there's new information on
di abetes, and we'll take that into account; the new ADA
definitions.

But if we nmake a change to the case
definition, such as heart disease for exanple, because
we want to create a continuity of cross-reports over
time, we'll do the old definition and then we'll do the
new definition, both. So you'll have an overlap -- a
continuity across reports.

And simlarly with statistical analysis,
which I'Il give in nore detail in a mnute. W have

over the years changed our nodels or added to our




statistical nodeling; but every time we do that, we
always try to include the previously-used nodel so we
track across tinme, the same way.

And finally, once again, you' d want to be
able to take the year 2002 report and open it up and
say "What happened last tinme?" So you open up the | ast
report, and you don't want to have a big change in
format, because that just naekes it harder to
communi cate to yourself and to others what happened,
you know, with this group.

So the | ongitudinal aspect is inmportant, and
that's why we're doing a |ongitudinal study. So report
format is -- there are things that we can do with
report format that won't disrupt our ability to do
| ongi tudi nal conparisons; but we have to be careful
there, too.

DR. STOTO. One thing that helped me with
struggling witness this issue a year ago was to realize
that in addition to these reports that conme out based
on each major exam you also do papers in the
literature, where you have nore freedomto change

met hods and do sonething that may be nore nodern or
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1 appropriate and so on.

P DR. M CHALEK: That's an excellent point.
3 Go ahead.
al DR. HARRI SON: But the actual data fromthe

b first examto the present is -- the act

6 what you got out of the Scripps study,

ual data itself,

is in electronic

7 formt?

8 DR. M CHALEK: Yes, and it's on the web
0 page.

D DR. HARRI SON: Okay, but it's -- it's in

1 that RAID array sonmewhere

P DR. M CHALEK: Right. That's it. It's al

3 saved and it's all on |ine.

A DR. MNER:. Well, not quite all.
b DR. M CHALEK: All the electronic data that
6 we used in our reports is avail able.

7 DR. HARRI SON:  Now that's not
B8 Every CBC, every differential, every ur

Dis in an electronic formt.

D DR. M CHALEK: Yes.
il DR. HARRI SON: It may not be
P me through the web page, but it's there

my question.

i nal ysis report,

accessible to




DR. M NER:  Yes. Yes.

DR. MCHALEK: 1'd like to anplify M ke
Stoto for a second. M ke made a very good point.

We have a what's called a fixed price
contract with SAIC to do these reports, these
statistical analyses. They are not free to do
exploration. |If they were, the cost would go the roof.

They have a plan, they have a drill: "You
will apply this Model 1 to this variable using those
excl usions and these covariates, and this main effects
nodel, and you will report such-and-such.” That's a
drill; that's the only way we can get this done.

So when we see things in the report later on
that we find interesting, the way we explore those --
me and Billy Jackson, who isn't here today, and our in-
house staff; or sonetines we can go back to Bil
G ubbs, but we have to be real careful there about the
constraints of the contract.

And it was done that way on purpose, by the
way, way back at the beginning. That we would avoid
what are called post hac fishing expedition-types of

anal yses. "Well, that's interesting, let's follow that




PlI. And go on that one. Ww, that was neat."” Goes on
and on.

We don't want to get into that gane, you
see. So there's a drill, there's a very inportant
drill here, and it's captured in sonething called a
Statistical Analysis Plan that the conpany wites for
us as part of the requirenents of the contract.

And all of the exploration and all of the
research and detail and |ong periods of work are done
by us in-house to wite those research papers.

DR. CAMACHO  These guys go through a drill.

They put thought out there.

DR. M CHALEK: They're going to wite a
4,000 page report.

DR. CAMACHO  Then if you want to foll ow
sonme path that's your business and you aren't here to
die; you're on the Air Force dine.

DR. M CHALEK: That's it. Ri ght .

They have to produce a 4,000 report by a
certain date. And it has to be a firmdate; got to be
January of the year 2004, and it's got to be sent to

t he Surgeon General, and there's no question about it.




So with that time constraint, and the
constraints that 1've just listed, this is the
Situation we're in with those big, fat reports.

DR. STOTO. And the stuff that these guys do
are the things that go in the peer review literature,
that Joel's group does, that we heard about yesterday.

DR. M CHALEK: Now the report is peer
reviewed, too, and | want to get to that. But first of
all, here's what happens at Scripps; this is all shown
in the Exam ner's Handbook.

DR. M NER: Joel, could I interrupt just for
a second? On the report format specifically, since we
were tal king about that. If you |look in your Statenment
of Work, you'll see sone blocks in there, but those are
the contract data requirenments list items. And that
then refers back to a data item description which is
part of the contract, which then sets the format, and
how many copi es and how gets it and so on and so forth;
that's what they have to followin their activities.

So as you go through here, you m ght see
sonething that refers to the statistical analysis plan

or to the science -- reports final. But that's a set,




contractual, |egal piece and definition that they have
to do.

DR. M CHALEK: You'll see a block that says
CDRL. That stands for Contract Data Requirenments List.

We didn't give you all those; those are a set of forns
there, attached to the back of the contract, for every
del i verabl e, which is contract |anguage for a product
t hat they hand over to the governnent.

There's a formin the back that says who
they're going to give it to, exactly when and how many
copies, and who's going to approve it and all that. W
didn't give you all that stuff, we just gave you the
contract itself.

MR. COENE: A clarification, Joel: in
reviewing Round 5, didn't the group question sonme of
the statistical plan, or at least -- so that they
questi oned what was contracted for. It says one of the
early deliverables is a statistical plan again?

DR. M CHALEK: Correct.

MR. COENE: So it seens to sonehow, if the
committee had trouble with that last tinme, they would

like to see that before --




DR. M CHALEK: Okay. W can give you a copy
of last cycle's statistical analysis plan. Deliver
that to you

DR. M NER: But the Statistical Analysis
Plan, if you |ook at your --

DR. M CHALEK: It reflects what's in the
contract.

DR. MNER: -- table 3 6. Table of Contents
3.6, where it says: statistically analyze the data,
and then go to that part in your Statenment of Work, it
descri bes exactly what has to be in the statistical
anal ysi s pl an.

DR. HARRI SON: Yes, but what we're saying
is, we want to see the plan

DR. M NER: The plan reflects what this says
to do.

COL. MARDEN: Which is the chicken and which
is the egg.

DR. M NER: And so we --

DR. STOTO. This is it. Starting on page --
bottom hal f of page 19, through 22 or so.

MR. CCENE: The issue of nonsigificance.




Yes, okay.

DR. STOTO. But we didn't even discuss it.
But this is -- what's there to discuss.

DR. HARRI SON: If Stoto and Camacho, the
big-tine statisticians in the group, think that this is
enough to work with, that's --.

DR. M NER:. Well, again, what their -- their
pl an should reflect what we asked themto put into it.

So if you want to change what goes into that plan,
change this first; and then you can review it to nmake
sure that the plan reflects that.

DR. HARRI SON: But renmenber, the devil is in
the details, and the next neeting is in the first part
of Decenber.

DR. M NER: Absolutely.

DR. M CHALEK: And the details are right
t here.

DR. MNER: No, | wasn't saying don't review
the stat plan, |I'msaying start with this first and
then --.

DR. STOTO. The other thing that would be

hel pful to me is to see the results that canme out of it




1 1ast tine.

o DR. M CHALEK: All right.
3 DR. STOTO. And there was a chapter on
4 statistical nmethods, | recall; and then maybe one

b chapter, say the one dealing with diabetes as a sanpl e;
6 and then there was a summary chapter.

7 DR. M NER: Was that in the plan?

8 DR. HARRI SON: What you're saying -- Wait a
O m nute, though. What you're saying, to get ne right,

D Ron, is that Mke thinks that certainly he would |ike
1 to see and probably the other people in this area would
P like to see -- they already have this, they want the

B Statistical Plan, they want the statistical chapter

1 fromthe |last cycle, and a representative chapter from
b the last cycle, and it should be the sane

6 representative chapter for all three of you to review
7 so that you are all tal king about the sane thing.

8 LTC BURNHAM  You can get that off the web

0 site.

D DR. STOTO. Well, | know.

il LTC BURNHAM ['msaying, |I'mtelling Ron,

P you can downl oad that by chapter




DR. HARRI SON: That's Ron's --

MR. COENE: We agree what would be a good --
knowi ng their requirenment now, what would be a good
package for them

DR. HARRI SON: Yes. You all can work that
out .

MR. COENE: A neani ngful package that would
all ow themto conpensate --

DR. STOTO. | would add, the summary
chapter, too.

LTC BURNHAM  You have it on CD.

You sai d They.

DR. STOTO. | have access to the web, too.

MR. COENE: If we could make it easier by
pul I i ng opponents, us subset.

DR. HARRI SON: | haven't seen a CD --

DR. M CHALEK: And we gave you the | ast
report, the whole 4,000 pages on CD.

MR. COENE: Let's with your help pul
together this subset that will allow themto focus on
this issue.

DR. M NER: They want to focus the CD.




1 DR. M CHALEK: | would like to amplify

P somet hing that Jay said. First, it is true that the

B Statistical Analysis Plan reflects what's in the

1 contract, but not exactly. There are tinmes when G ubbs
6 woul d di scover sonething that we wote in the contract
6 "Did you really nean it this way?" And I'Il look at it
7 and say "Oh, darn, m ssed that point."

8 So Bill would come back and tell us, "Oh,

O you really want this, don't you?" And I'd say "Yes,

D you're right, Bill." So that plan would be sonetines a
1 tiny bit different than what's in the contract, because
P we can negotiate certain cut points. 1'd say in there
B we're going to use a cut point of 3.5; "Darn, it was

4 the wrong cut point" and Bill would know that, because

5 he knows the details from Scri pps.

o DR. M NER: Nope, nope, nope.

% (Laughter)

B

0 DR. M CHALEK: It's not exactly the sane as

D t he contract.

n DR. M NER: It has to be.

P DR. M CHALEK: Then we anmend the contract.




N

N

1 DR. M NER:  Yes.

P (Laughter)

3 DR. HARRI SON: So recorded.

al DR. M CHALEK: There's a slight evolution
b her e.

6 DR. HARRI SON: Joel, don't get tied up in

7 that, because that's sonething that we would al

B understand. That's not a problem

0 DR. M CHALEK: All right.

D DR. MNER: It matches. We nod the

1 contract.

P DR. M CHALEK: One option is to put the stat
B pl an on the web page; you know, just get it by point

1 and click. |[It's about a hundred pages; not a big

5 docunent .

6 Part of the other activity besides getting
7 the men out to California, physically exam ning them

B and sendi ng them hone and anal yzing and witing their
O report, the SAIC will deliver data for public rel ease,
D just |like they're doing now for all the other cycles --

1 and by the way, cycle is jargon to nme; the physical

P exans.




Cycle 5 is the 8/97 exam Cycle 4 is the '92
exam and so on. Cycle 6 is the one we're tal king about
in the year 2002. They're going to produce SAS files
and flat files of the data for the public. These are
datasets that are identical to those used in the
report, but have the case nunber replaced by a fake ID
number so that no one could get that data and sonmehow
get into our systemand nerge it with sonething. You
can't because it's a private -- it's been fixed so they
can't do that.

O herwi se they're the sane datasets that are
used in their analysis.

DR. HARRI SON: So where's the relationship
bet ween the fake numbers and --

DR. M CHALEK: The key is held by only one
person; her nanme is Lydia and she's on our staff.

DR. HARRISON: So it's not in the sane
conmput er ?

DR. M CHALEK: It's in a special place that
only one person can get to.

DR. HARRI SON:  Okay.

DR. M CHALEK: And they're going to rel ease




il

P

3

these flat files and SAS files, they're going to
produce docunentation so that everyone knows what's in
the file. In SAS that's captured in the contents; that
means | abeling and first flat files, the docunentation
s --

They' re on our web page, and they're going

to produce that again for the next cycle.

DR. HARRI SON: Joel, you do have Lydia
backed up

DR. M CHALEK: No one is backed up. |If
Lydia is killed or hurt at sone point, we have her in a
position with this study where all of us are one deep.

In that if | disappear, there's no one with -- maybe
Jay M ner who nmay be the cl osest person that woul d have
my | evel of expertise.

DR. HARRI SON: | was given a cup of coffee,
and so | mght not have followed this as closely as |
shoul d.

The SAS files and flat files that are
delivered that you have sonewhere are actually coded so

t hat each individual can be identified.

DR. M CHALEK: Yes, yes. Only the public




7

8

dat a.

DR. HARRI SON: And those are kept in that
RAI D array sonmewhere?

DR. M CHALEK: Ri ght .

DR. HARRI SON: And are backed up sonmewhere.

DR. M CHALEK: Right. Everything s backed
up every day.

DR. HARRISON: It's only the public stuff

O that is entirely dependent on Lydi a?

D

DR. M CHALEK: That's it.

DR. HARRI SON: Okay. Go ahead.

DR. M CHALEK: And by the way, let's talk
about that for a second.

DR. HARRI SON: No, that's fine because it
means that Lydia is backed up.

DR. STOTO. In fact, why do we even need to
keep that key?

COL MARDEN: That's true; it could very
easily be destroyed once you put everything on the web.

DR. M CHALEK: Because soneone may have a
gquestion sonme day. Sonmeone may wite a letter: This

guy had peripheral neuropathy, what else did he have?
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DR. STOTO. We don't know. We don't know
the answer to that.

COL MARDEN: We had to sanitize the data.

DR. M CHALEK: We have the data, they could
do a Freedom of Information Act request and they want
to know, "This particular case, tell nme about this
case.”" Then | can link that file to our real file, and
I can pull the record, and then I can answer the
questi on.

DR. CAMACHO  But that's exactly what the
archi ve busi ness shoul d be about.

DR. M CHALEK: Yes.

DR. CAMACHO  Just |I'm saying, if sonething
happened down the road where all kinds of Iights went
off and they said "Can we go back and | ook at this? It
m ght be pertinent to sonething really serious here.”

DR. M CHALEK: Ri ght . Ri ght .

DR. CAMACHO  They shoul d be able to go back

DR. M CHALEK: They can.
DR. CAMACHO.  Going through all the IRB

stuff, some disaster strikes --




DR. M CHALEK: Right, and they could say --

[ Si mul t aneous di scussi on]

DR. CAMACHO:  You coul d.

DR. M CHALEK: Ri ght .

DR. HARRI SON: May | suggest that after Joel
has finished going through the description, because he
still has a few slides to do, let's agree that one of
t he expanded areas of discussion will be how the
mai nt enance of this study past its planned death w ||l
i npact on this present statenent of work.

Okay? Because | think as a database person,
you probably have sone ideas about this.

DR. STOTO. | agree with that. | also
think, as a discussion itemeither today or at the next
meeting, we need to think about confidentiality issues.

DR. M CHALEK: Exactly. | want to enphasize
one nore thing, since we tal ked about Lydia. Lydia
knows where everything is. She knows everything.

Billy Jackson, Normm, Fatim, nyself, we know where
everything is. It took years to reach this point.

Well, we've been with this thing for 20

years.




COL MARDEN: You realize you're going to be
executed and --

(Laughter)

DR. M CHALEK: Yes, and there are no
backups. We have five years left. W're all healthy,
we're all enthusiastic, hard-working and | predict
we'll all be around in the year 2006. But when this
ends and we all wal k out the door, it's all |ost.

Because now what you've got is 120 gi gabytes
of data, 6 mllion docunents -- now you take a strange
person who wal ks in the door. You are lost. You may
never understand this thing; you may never get there.

DR. STOTO. Well, that's a discussion that
we asked for.

DR. CAMACHO  That's a big discussion.

COL. MARDEN: The caretaker issue.

DR. HARRI SON: It sounds |like we have
another letter fromthe commttee in the making here.

DR. M CHALEK: Right. That's a topic for
di scussi on. Okay.

Here's what's in the staff plan. | actually

have a slide on it.




By neans of careful work on the part of Bil
Grubbs and his crew, they read our contract and they
meticul ously go through every line, and they conpare
with what they did last time and the tinme before, and
what they know about Scripps Clinic or they know about
the | ab, and they call up people and they have contacts
at the Scripps |lab and everywhere el se; and they wite
a plan. They exercise their expertise. And they tell
us what they think we asked for.

And in so doing sonetines we make sone
changes, because this is a very conplicated process.
And they tell us very carefully what they're going to
do, and that is their blueprint for their 13 nonths of
statistical activity involving five statisticians, and
their report writing.

DR. STOTO. Before you go on, one of the
i ssues that canme up late in the process |ast tinme was
this issue of how you report significant results in the
summary tabl es.

Are we going to discuss that today?

DR. M CHALEK: It's on the table for

di scussion, yes. If you want to make a deci sion on




1 t hat today, we could; or you could wait until Decenber.
P Because | think it m ght be handy to have a copy of

B the report in front of everyone when we do that.

4 DR. HARRI SON: The other thing that woul d be
b hel pful today would not be to discuss it in great

6 detail, but for Mke to take 30 seconds and make a

7 statenment about the problemas it was perceived by us,
B so that the new nenmbers of the commttee will have that
0 tucked away to think about over the intervening weeks.
D DR. M CHALEK: Okay, then let's talk about
1it now.

P DR. STOTO. But basically what it is, is

B that for each major outconme they would produce a

4 summary table that said, there are six or eight

b vari abl es that they | ooked at with four statistical

6 nodel s; then they would report whether or not there was
7 a significant difference of some sort for each of those
B8 t hi ngs; just whether it was significant or not.

0 DR. M NER: You nean plus-m nus, sort of?

D DR. STOTO.  Well, --

il DR. M NER: There were n's and ns's, capital

P NS's, and --




DR. STOTO. Well, either significant or not
significant. Not positive or negative relationship,
you know. Yes or no.

DR. GOUGH: No, but just dichotonpus.

DR. STOTO  Yes or no.

DR. GOUGH: W th no other information?
O are there no nunbers.

DR. STOTO. There were no nunbers. Maybe
there was a p-val ue, but --

DR. GOUGH. That's the sane thing, though.

DR. STOTO. Well, essentially, yes. But
there was no -- | think the key thing is that there
probably should be sonme information that says, you
know, the difference was 3 mllinmeters of mercury or
sonmething or other. O the relative risk was 1.7.

DR. CAMACHO. I'd like ask him-- what do
you t hink?

DR. HARRI SON: Just a second.

DR. M CHALEK: What we've got is that in the
chapters, all the detail is there. At the end of the
chapter are the tables you described. And the appendi x

is all the detail that you want. The appendi X shows




every single nunmber and all the nean differences and
all the standard deviations along with the p-val ue.

So what we tal ked about was material in the
appendi x was what you really wanted to see, and you
want that noved forward to replace --

DR. STOTO. No. | don't want all the
material in the appendix. The issue is that | know
that it's all there, but I want to put the critical
information in the summary so that | can | ook at the
summary and it make sense all by itself. | can dril
down further if necessary, but --

DR. HARRI SON: What you're tal king about is
probably the trickiest part of science; and that is
arrangi ng the presentation of the data of the data not
so that it suits you, but so that an outsider, com ng
in, will be able to foll ow sonething that feels natural
to themto obtain the information that they need.

And what |I'm hearing right now -- and just a
second, Jay -- is that Joel, you and SAIC have
organized it in a way that you think makes sense, and
Mke -- | forget who else it was; but there were a

coupl e of people that when they | ooked at it thought




1 that those tables could be used nore informatively.

o Jay?

3 DR. M NER: Actually, those tables were put
4 in there at the request of the advisory commttee in

bthat format.

6 DR. HARRI SON: And are now going to --
7 DR. M NER: You had asked that there be--
8 DR. STOTO Sci ence has advanced,

O statistical nethodol ogy has inmproved since then.

D DR. M NER: And indeed, we are open to any
1 way and any suggestions.

P DR. HARRI SON: Yes; what we're tal king about
Bis iterative change. You know, you put sonmething in

1 it's alnmost right, and you change it a little bit and

bit's alittle better, and then that's the way it works.

6 DR. M NER: And we're not |ocked into any
7 di spl ays.
8 DR. STOTO. | think the critical issue is we

O want to be able to tal k about clinical significance of
D these results in addition to statistical significance.
1 DR. M CHALEK: W agree.

P COL MARDEN: And that's great.




il DR. HARRI SON: | don't know how -- you know,
P I find, though -- even though | was there, Mke, | find
B that |I'mnot getting ahold of this particular point as
1 confortably enough; and | suspect that anyone who

b wasn't there |last night was conpletely --

6 (Laughter)

% DR. STOTO. No, | think that, you know,

B Steve is right, we have to | ook at the tabl es.

0 DR. HARRI SON: But what will happen is that
D when you get the package that we've tal ked about that

1 has one of the chapters in it, it'll have the sumary
P -- it'll have the summary area with the tables in it,

B and maybe you all can exchange an e-mail nmessage or two
1 about what you -- pointing out the issues that you see,
b because they may miss it the first time, Paul and --.

6 DR. CAMACHO |1've got to get a list of the
7 commttee, too. But do we have the right to, is it

B acceptable for us to contact everybody here?

0 DR. M NER: By |law, yes.

D DR. CAMACHO. By law. Lawyers.

1 | may talk to this individual, that woman,

P this individual? | can freely call anybody about this




st udy?

DR. M NER: Yes, you can.

MR. COENE: The contractors? He's saying
the contractors, calling the contractors.

That's a little --

DR. CAMACHO If | want to call him about
stats, | can call this gentleman about stats and ask
hi m questi ons?

DR. HARRI SON: Dr. G ubbs?

DR. M NER: Actually, | don't see--.

DR. HARRI SON:  What | woul d suggest, though,
whet her the | aw says that you can or not is not really
-- mght be superseded by the question of which would
be the best way to keep our queries organized and so
on.

Now, | don't want to be perceived as being
overly controlling, but what | would suggest is that if
you have a phone call to make, | think the phone call
should go to Joel. Joel is the Principal Investigator
of the study. |If he can't answer your question, it's
Joel's obligation to send you on to the right person,

and Joel should know the right person.




DR. CAMACHO.  Ckay.

DR. HARRI SON: | woul d suggest if you have
e-mail to exchange, | think that -- | think it would be
nice to mke it a habit to copy Ron, who can then
ei ther decide just to hold on to it or it can decide to
copy nme or someone el se.

What ever the | aw says, | would say that from
a procedural standpoint, it would nmake sense, very nuch
sense, that everything should funnel in to Joel and
Joel can dish it fromthere.

| s that acceptabl e?

DR. M CHALEK: Yes, of course.

DR. HARRI SON:  Okay.

DR. MNER: All technical issues should go
to him If you have a program nmanagenent question, you
can - -

DR. M CHALEK: O a contracting questi on.

DR. M NER: Contracting, you can conme over
this way.

But technical that way.

DR. HARRI SON: That's not what |'m sayi ng.

Let Joel tell you that it's -- that's the way I woul d
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doit. | wouldn't try to distinguish anything.

woul d just say, "Joel, how nuch noney is allocated for
such-and-such?" And Joel would say "Hell, | don't
know, Jay knows. Here's his nunmber." Sonething |ike
that. O "I'll put Jay in touch with you,"” one of

t hose things.

And | don't nmean that so that you can keep
-- | just think it's inportant froma -- this is too
big a thing; it can get too unw el dy and di sorgani zed.

DR. CAMACHO  Sonetimes you just have a
gquestion or an idea pops into your head.

DR. HARRI SON: Yes, | don't mean to be
nonol i t hic about it.

"' mnot going to get worried whatever you
do. This is just a suggestion that | would go through
Joel. Joel is very open, he's not a problem

DR. STOTO. We used basically that nodel
when | worked at the Institute of Medicine, and for
exactly those reasons. And | think it was a very
i nportant thing to do.

DR. M CHALEK: That's another good point;

you may say "Why are we doing this? You know, how did




1 we ever get into this particular thing?" That's the
P ki nd of question you should call me on. And I'IIl tell
B you, "Well, we decided 15 years ago that's the way we
1 were going to do it, on the advice of the commttee,

b for exanpl e.

6 (Laughter)
% DR. MCHALEK: So I'Il give you the |egacy,
Bor I'Il tell you -- 1 don't know. Maybe you have a

O better idea. So yes, those are inportant discussions.
D DR. HARRI SON: All right, what else, Joel?

il DR. M CHALEK: Just what we got through

P tal king about, the report format is in the contract.

B Literature review is an inportant point. Last cycle we
1 had a single physician doing a literature review for

b every chapter. We'd like to change that next tine,

6 have a specialist, for exanple, doing inmunol ogy,

7 anot her specialist for endocrinol ogy.

8 So that's going to be a change from | ast

O time. We had Dr. Dave WIllians at Scripps wite all of
Dit, and we think that we could do a better job with

1 specialists. And a discussion of the results, too.

P DR. STOTO. WII there be soneone, an editor




who can make sure they're in consistent form and
paral |l el ?

DR. M CHALEK: Yes. Well, that's the | ast
bul | et here.

DR. M NER: That's their charge.

DR. M CHALEK: Report quality control.

DR. STOTO. No, that's not what | nean. |
mean if you have ten different people witing
literature reviews, they' |l have ten different nodels
for doing it.

DR. M CHALEK: Yes, and that's part of
SAIC s job, to produce a readable report. And they
send us draft chapters. So they have their own editors
and their owmn witers, and they' re going to snooth it
out and make it uniform

DR. M NER: The answer is yes.

DR. STOTO. | think that that shoul d be
explicit, as part of the --

DR. M CHALEK: It's in there.

DR. HARRI SON:  You m ght even consi der that
SAlI C shoul d produce al nost a witing manual that, 1'm

sure -- you're already ahead of nme. But it has a
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little description of how the chapter will be laid out,
what the -- tenpl ate.

Al right.

DR. M CHALEK: So what we've got then at the
end stage is a process where we wite these chapters;
SAIC writes them and deliver themto us, we do a first
proofread, and send comments back. W do one kind of

cl eanup, and then we send themto you. And then we get

into, we're talking -- how many chapters in the | ast
report, about --?

DR. GRUBBS: Twenty.

DR. M CHALEK: Twenty chapters, sonme of them
are up to 300 pages per chapter, right? Some of them

are quite lengthy. And we send themto you, and then
you devel op a process to do a peer review of those
chapters.

Now as | recall fromlast cycle, you may
want to send them out to your own specialist. Last
cycle we had sone specialists on the coonmttee such as
I rene Check, immunology. And of course we still have
Dr. Harrison on endocrinol ogy.

So this is a very serious end stage activity
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1 to the report, to |look at every single word in the

P whol e thing.

3 DR. HARRI SON: Last tinme, too, as | recall,

4 the schedule got a little truncated so we were actually
b reviewi ng material that had not yet been --

5 DR. M CHALEK: That's right, we had to skip

7 the first step in order to stay on tine.

B8 DR. CAMACHO. They're no funding for people
O to do the peer review, is there? | nean -- you're

D tal ki ng aski ng me aski ng sonebody, here's a 300-page

1 chapter. "Hop on this, will you, and get it back ne in
P a coupl e of weeks."

3 DR. HARRI SON: Anything that we do is Ron's
4 financial problem it's not the Air Force's.

b DR. CAMACHO. Ckay. So Ron's M. Daddy Big
6 Bucks.

% Practically speaking --

B8 MR. CCENE: other than bringing in a couple
0 of experts, because we had a couple of vacancies at the

D tine on the commttee, we have not used outside
1 revi ewers.

P DR. HARRI SON: We've had ad hoc -- you know,




MR. COENE: At one tinme we had, on sone of -

DR. HARRI SON: First tine -- that was ad
hoc.

MR. COENE: Yes.

DR. CAMACHO  All I'm saying is that
depending on the tinme crunch, it may be really
difficult to go shopping around to associ ates and
col l eagues to tell them "take a |ook at 300 pages here
in your -- the free tine you' ve got."

DR. HARRI SON: That's sonething that we need
to discuss when Joel's finished his presentation. 1"l

make a note for a review, but nmy coment is just that

DR. M CHALEK: Let ne just enphasize the
point differently: Your nanme will be on the report,
because you are the peer reviewers.

DR. HARRI SON: Understood. But what |'m
getting at --

DR. M CHALEK: Drove that one hone.

(Laughter)




il DR. HARRI SON: What |I'mgetting at is that

? we need to make sure that that schedul e has enough

B cushion in it that what we're reviewing is --

4 DR. CAMACHO Is your final

b DR. HARRI SON: -- reasonably clean stuff and
6 not the rough draft stuff.

% DR. CAMACHO O herw se, you know what

B happens? There's this bag.

0 DR. M CHALEK: Jay, can you recall what

D happened to our process last time and how it got

1 di srupted?

o DR. M NER: Umm - -

¢ COL. MARDEN: Freedom of Information Act.

al DR. M NER: Actually, part of the trouble

b was that we couldn't engage the commttee early enough.
5 And that had to do with funding, | think, on y'all's
7 side of the house, and not being able to get together.
8 MR. COENE: But then there was another part
O to it, because when we then started to nove on it, we
D f ound out that we were | ooking at docunents that hadn't
1 received the Air Force's review, and we said "Hey, we

P don't want to do that."




DR. M CHALEK: And how did we get into that
pr obl enf?

DR. MNER: Well, initially we were trying
to, because of the truncated tine, though, send them
docunents at the sane tine that we got them first
goar ound.

DR. HARRI SON: That's what |'m sayi ng.

DR. M NER: They wanted to see our conments
on these docunents first, and incorporated; and so in
our deliverable schedule, we didn't build in enough
time to do that.

MR. CCENE: And we need to see that, then.
This time -- we now know we don't want it that way.

DR. HARRI SON: That's what |'m sayi ng, Jay;
that we need that tim ng.

DR. M NER: But we had enough actually slop
time in sone of the earlier chapters that, had we
engaged you, we could have nmet everything. But it
wasn't built in contractually, either; and we will --

MR. COENE: Fix that.

DR. MNER: -- fix that next tine.

MR. COENE: We should see, you know | guess




1 in Decenber a new tineline so we can | ook at those; and
P then -- so the comm ttee understands their involvenent,
B how nmuch tinme that you have progranmmed in for us, if

4 that meets their --

b DR. CAMACHO If we think that's adequate.

6 You know, prior planning prevents future --.

% DR. STOTO. Are we tal king about sonet hing

B t hat's happening in 2004, or sonmething |ike that?

0 LTC BURNHAM  Yes.

D DR. STOTO. We need to talk about it.

1 MR. COENE: Yes, because it's in the

P contract. So you have to --

3 DR. HARRI SON: The other thing we can talk

1 about doing later on is what's been nenti oned before,

b and that is specifying either a three tinmes yearly or

6 four times yearly neeting, and at | east specifying the
7 nonths for those neetings so that we are on a schedul e
B and not just kind of |oosely around.

0 DR. CAMACHO  You're | ooking for the

D committee to help the project. Calling me at the | ast
1 m nute, you know any of that |ast-m nute-Charlie stuff,

P it drives me crazy. Because especially if it's a




project like this which | have an interest in, and an
interest in hel ping in.

And these guys will call me, "Paul, we
needed it yesterday.” "J.C. VWhy the hell didn't you--
?

(Laughter)

"This thing has been in the -- call ne a
week, two weeks ago, three weeks ago, a nonth ago, siXx
nont hs ago." You know?

DR. HARRI SON:  Okay.

LTC BURNHAM But see, you were a
repl acement.

MR. COENE: Yes, we need to be sure to
exam ne the tineline. Because it's in that tinmeline --

DR. HARRI SON:  "You want it when?"

MR. COENE: |'m not going to be here, but
there will --. Jay, how do you -- you got back into
this and contracted for this? Maybe that's what HHS
will do.

LTC BURNHAM  But sonmeone will replace you,
right?

MR. COENE: [|-- hey, | sure can't speak for
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the Secretary.

DR. STOTO. Is that sonething that the
comm ttee should get involved with?

MR. COENE: Well, you can do anything you
want .

DR. STOTO. Maybe you can't comrent.

MR. COENE: Yes, obviously | think that
probably -- | don't know. |'mvery disappointed in the
Departnent's -- I'll go on record -- and its response
to this.

DR. HARRI SON:  Who is the person nmaking the
deci si on on your replacenent?

DR. STOTO. That's the right question to
ask.

DR. HARRI SON: That can't be a secret.

COL MARDEN: Yes, but it could be unknown. |
mean, | ook at the Departnment he works in.

DR. HARRI SON: Ron knows everyt hing.

Who's the new --

MR. COENE: In theory -- Director Cassiano
is the director.

DR. HARRI SON: Di rector Cassi ano.




il DR. CAMACHO I'mglad this came up; then
P this is an issue that we're going to have to talk to

3 you about and find out about.

4 DR. HARRI SON: Well, what | would say is --
b DR. CAMACHO  That's a big danger right
6 there. |If you dropped out of space tonorrow, you're

7 saying there's no provision --

8 MR. COENE: Barbara will still be here.

0 DR. CAMACHO  But there's no real decision-
D maki ng provisions, et cetera, so everything goes in

1 |inmbo on our side.

P DR. HARRI SON:  What | would say, Paul, is
Bthat, if | get the feel for this, first of all just

1 about every one of us on the commttee are experienced
b enough to have sone idea of what the issues are and

6 what's going on. So we don't really need to query Ron,
7 and we especially don't need to query himon the public
B record about what's going on with his position.

0 DR. CAMACHO. No, but we should indicate for
D the record that this is a concern. Because.

il DR. HARRI SON:  Well, what we can state for

P the record, if it was the commttee's will, what we can




state for the record is that | should nmake inquiries on
behal f of the comm ttee out of concern for continuity
and planning for this next cycle.

And since it is a public issue, | would
thi nk that people such as representatives of the Ranch
Hand or gani zati on woul d be very much concerned that
t hrough bureaucratic shilly-shallying around that the
proper support was not forthcomng fromthe Food and
Drug Adm nistration to provide the Air Force with the
advi ce that they need.

DR. CAMACHO | can tell you this right now
the Veterans Affairs Committee is going to be very
concerned about this. 1'mnot speaking for them but
"Il bet --

MR. COENE: Let ne put this on the record.

I will make every attenpt to have identified for you
t he new exec sec at the Decenmber neeting.

DR. STOTO. That's critical, because you
know, on January 20th next year, the whol e Departnent
of Health and Human Services is going to grind to a
halt for six nonths at the Secretarial |evel.

DR. HARRI SON: It's probably grinding to a




halt already. That's what's happening, and we're in
this very awkward ti m ng.
MR. COENE: | will make every attenpt to

have Dr. Cassiano informyou who he is going to assign

DR. HARRI SON: |'m going to nake every
attenpt to call Dr. Cassiano next week, just in an
i nfformal way, and just --

MR. CCENE: Okay.

DR. CAMACHO I'Il work with you on the --
"Il just talk to you, because | know the committee's
going to be very concerned. | just knowit.

DR. HARRI SON: Well, this is a public
nmeeting, so | would expect that those people who are
associ ated with other political groups will do what
they're expected to do.

How s that?

COL. MARDEN: Ron, when are you scheduled to
retire?

MR. COENE: Decenber 31st.

DR. HARRI SON: So, that's sonething that I

hadn't thought about.
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Ckay, anything else, Jay?

DR. MNER: Yes. | think it would be
hel pful then for next time, they'll build us a Gantt
chart on the actual review process of the chapters --

MS. YEAGER: A sanple.

DR. M NER: A sanple, and I'll present that
next time, or have Joel present it next tinme.

MR. COENE: We'Il get sonme idea of what you
have anticipated the conmttee has, a tine and where we
have to fit the nmeetings in then.

DR. M CHALEK: Okay, just two nore slides;

P just to rem nd you that the basic statistical analysis

structure is in the contract, telling the 4 nodels that
| tal ked about earlier, and the definition of dioxin
categories are in there, too.

So that's it, and there isn't nmuch to say

except nowit's up to you to ask questions and think it

over.
DR. HARRI SON: All right. Questions, M ke
Gough?
DR. GOUGH:. Would it be possible to have, in
the new statenment of work, to have a red lined version




D

where things that are changed are highlighted or bol ded
or sonmething so that we can -- when we read it, we
don't have to read every word, but we can see what the
changes are to see if they nake sense to us?

DR. M CHALEK: We could do that, of course;
but 1 think you'd be encunbered by that nore than
hel ped. Because there are so many, we call it
wordsm thing. There will be changes in granmar,
punctuation --

DR. STOTO. Well, how about if you try to

1 just isolate the ones you think are inportant, sonehow.

P

DR. GOUGH:. \Where there's a new paragraph --

DR. M CHALEK: So you m ght want to wait
until like the second revision, and then start
including all the -- red highlight.

DR. HARRI SON: What he's saying is that in
Wrd there's a thing called highlighting.

DR. M CHALEK: True.

DR. HARRI SON: And if you print it out in
color it comes out as yellow, but if you print it out
in black and white, it just comes out as a little grade

strip across.




DR. M CHALEK: Ri ght .

DR. HARRI SON: So when you're review ng
contract you know the parts in there that are
wordsm thing and the parts in there that are changes,
so why don't you just highlight the parts that are
changes?

DR. M CHALEK: All right, we can do that.

DR. GOUGH: And it would also facilitate the
comm ttee's discussion of it, when we go through it.

DR. HARRI SON: Of course the problemw th
that is, that if he fails to highlight something, that
you --

DR. GOUGH: We'll never see it.

DR. HARRI SON: -- subsequently proceed as
bei ng an i nportant change, then all hell breaks | oose.

DR. GOUGH: But that's our responsibility.

The other thing is, because of the focus on
di abetes, what specific additions do you intend to nake
-- are you thinking about maki ng?

DR. M CHALEK: As far as di abetes goes, al
| can recall is that we will introduce the | atest ADA

definition, and alongside that we'll use the definition
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we used in the previous report. W'II|l be neasuring
fasting glucose this tinme; that we had not neasured
bef ore.

Ot her than that, | believe all the sanme
measurenents will be made agai n.

DR. GOUGH. Well, is that -- Bob, can you
think of anything el se that needs to be added? O wl|
you?

DR. HARRI SON: "1l think about it. You
know, | don't remenber what's --

DR. STOTO. We do have the henogl obin AlC.

It's already in there, right?

DR. M CHALEK: AlC henoglobin is there. You
m ght think about the 1992 report. There we measured
pro-insulin, glucagon -- but we dropped those on your
advi ce.

DR. HARRISON: | don't really see that as
being -- 1'll think about it. But the way | would
think about it would be, is there any doubt that these

patients have di abetes? Is there any doubt that they
all have di abetes that has the same fundanental cause?

You know, we tal ked before about Type | and Type II




and as |l ong as those things are tied down, |I'm not -- |
mean you can | ook for other signs that you know shoul d
be there; diabetes causes kidney damage and things --
that doesn't enhance the observation that there's a
rel ati onshi p between exposure and the subsequent
devel opnent of diabetes.

DR. GOUGH. Then fromthat specific, it
| eads into a nore general thing. | was surprised
yesterday to learn that there was a short term nmenory
deficit in 1982. Has there been attenmpt -- has that
ever shown up again?

DR. M CHALEK: No, we never gave that Wexler
menory scale at any other physical; we only gave it in
"82. Well, certainly --

COL. MARDEN: But it wasn't analyzed until -

DR. M CHALEK: It wasn't analyzed until
recently. Because why? Well, because prioritized.

DR. GOUGH: Well, there should be a follow
up on that, | would think.

DR. M CHALEK: We're going to do the

Wechsl er nenory scale on the next physical. And by the
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way, we've already consulted with our psychol ogi st
experts that we need to give exactly the same version
of the WVMS that was given in '82. There are new
versi ons out today, no good; you've got to do exactly
that one. But we know how to do that, so.

DR. GOUGH: | thought about the conposition
of the advisory commttee. \Wen | stepped down from
t he advisory comnmttee, it was because | thought there
shoul d be a physician as a chairman, because all of
this is clinical science now

DR. HARRI SON: And you' ve changed your m nd
since then, right?

DR. GOUGH: No; but there are two physicians
now on the panel? You and Dr. --

DR. HARRI SON:  Three.

DR. GOUGH: \Who.

MR. COCENE: Favata, Landrigen, and Osay.

DR. GOUGH: Okay, four then.

MR. COENE: Four.

DR. GOUGH: But nevertheless, we're really
thin on the ground. And it seenms to me that for these

ot her specific endpoints that you identified yesterday




1 with the pluses, that at a minimum | think the Air

P Force should consult with SAIC who should consult with
B the people at Scripps in those departnments about what
4 woul d you -- if you wanted to follow up on this

b suggestion, what are the tests you would add or

6 somet hing. And | et us know about those things.

7 Because there's a wealth of information out there; it's
B not going to be around this table, as you well know.

0 DR. M CHALEK: Good point, yes.

D DR. GOUGH: And, let's see. |I'mincluding
1 t he neuropathy, the peripheral neuropathy.

P And | think that we should have for us, the
B Advi sory Committee and for our accountability, that if
A things slip, if things get -- on this tine table, if

b things slip, if things get late to us, we don't make up
6 that deficit; we get the tine we were allotted.

7 Because this is the last time we'll do it, and the

B review is going to have to be conplete, | think.

0 DR. M CHALEK: That's right.

D DR. GOUGH: And | can't imagine it's going
1 to be a long period of tine.

P In reference to this idea of nmeeting nore
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frequently, | have a nonthly schedule. January we'll
nmeet in Denver; February in California; March, Florida
or Puerto Rico; May or April, D.C. or Tennessee; June,
Pennsyl vani a; July, New Hanpshire; August, Maine;

Sept enber, Washington State; October, New York City;
Novenber, San Antonio -- and we won't neet in Decenber

because of the holidays.

DR. HARRI SON: Do | hear a notion?

(Laughter)

MR. COENE: | want to go on record, we did
get -- through all of the machinations of this

commttee and Departnment's focus on it, the Secretary,
through the acting director of the NIH and the
Comm ssi oner of the Food and Drug Adm nistration agreed
that NIH woul d put $48,000 up | ast year, and made
avai l abl e $72,000 in fiscal 2001, which we've just
started.

So that there is that amount of noney
avai l able to support the commttee. And that's
di scretion; that's over and above Barbara and |'s
sal ari es.

LTC BURNHAM  How nmuch -- is that enough for
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1 four neetings?
P MR. COENE: This year -- yes, this year
3 DR. HARRI SON:  How nmuch do you figure one

1 nmeeting costs?

b MR. COENE: $20, 000.
6 DR. CAMACHO It's in discretionary budget?
7 MR. COENE: Yes, it's a reinbursenent. The

8 NIH transferred $48, 000 in 2000 and $72, 000 in 2001.

0 DR. HARRI SON: So you have $58,000 |eft now?
D MR. COENE: Yes.

1 DR. HARRI SON:  And -- okay.

P DR. STOTO. The issue is not noney so nuch
B as the staff. |In other words, soneone having

4 responsibility for it.

b DR. CAMACHO  Well, it's both. W can get
6 to that later, right?

I MR. COENE: Like I say, I'Il talk to

B Cassi ano.

0 DR. HARRI SON: Okay. M ke and then Paul.
D |"msorry. Joel, are you finished?

il DR. M CHALEK: | just have a couple nore

P things to go through.




il DR. GOUGH:. Oh, | thought you were finished,
P t oo.

3 DR. HARRI SON: Are there things that you all
4 have relevant to Joel's presentation, or did you think

b he was fi ni shed?

5 DR. CAMACHO | thought he was finished.

% DR. STOTO. | had sonmething about the | ast
B slide.

D DR. HARRI SON:  Okay.

D DR. STOTO. The | ast slide, about the one

1 report that tal ks about dioxin |l evels being greater or
P | ess than 10 parts per trillion being kind of a magic
B number. And that shows up in the analysis at various
1 times, where essentially it's assuned to be zero if
bit's less than 10. O not quite that.

6 | think that's an issue that needs to be

7 di scussed, and | don't think we're prepared to discuss
B it now, but we can flag that for --

0 DR. GOUGH: What was the discussion?

D There's got to be a cut point, I think, and it can't be
1 zero, because zero doesn't exist with dioxin

P concentrations.




DR. STOTO. | don't know that it's as sinple
as that.

DR. GOUGH:. Well, conplicate it for ne.

DR. STOTO. Well, you can use the nunber
that was given, and in analysis and taken into account
in the analysis that there's a background | evel.
There's all sorts of things that can be done. Maybe
this is the right thing to do, but I just think it
needs to be discussed.

DR. M CHALEK: We have sone data to show
that, by the way. We have a few slides.

DR. HARRI SON: It sounds to nme like -- |
think I mentioned this before. It sounds to ne I|ike
the EPA's argunent that any concentration is relevant.

And from a biological standpoint, | have to strongly
di sagree. | think sonmething that is -- sonething that
is 100, 000-fold bel ow the concentration required to --

DR. STOTO. |'m not arguing about that. The
i ssue is that --

DR. HARRISON: | think 10 is too | ow.

DR. STOTC Well, the issue is that certain

i ndi vidual s are excluded from certain anal yses or




1 treated in one group versus another, if they have 9

P parts per trillion. And | think that an alternative
B3 woul d be just to use the nunber 9 just as if you used
1 the No. 11.

b | think there are various ways of handling
6 this statistically. 1t's not a question of saying

7 whether it's safe or not or whether it's background or
B not, but just having you do the statistical analysis;
O and | think that there are issues that need to be

D di scussed there.

il DR. HARRI SON: Okay, but I"'mtrying to

P insert the biological part in here. And what |'m

B saying forma biol ogical standpoint is that the

1 sensitivity of the analysis is far greater than the

5 bi ol ogi cal organi sm

6 As far as the biological organismis

7 concerned, | would contend that one part per billion is
B i nperceptible to the organism And if one part per

O billion is inperceptible, then all of these are zero.
D DR. STOTO. Well, | think that biology is
1 rel evant to the statistical discussion, but there's

P nore to it than that.




1 DR. HARRI SON: Okay. All right.

P DR. GOUGH. What's the air around, if you
B t ook sanples, and |'m sure it get easy -- that you
4 measure the first time, it's 10 parts per trillion, and

b you nmeasure the same sanple a dozen tines. What's the

6 pl us or m nus around 10.

% DR. M CHALEK: On an individual ?
B8 COL. MARDEN: On a given sanple.
0 DR. GOUGH:. On the individual sanple. Just

D what is the variation in the test itself?

il DR. M CHALEK: It's a 9 percent c.v., so l'd
P have to figure that out.

3 DR. STOTO. Plus or m nus one.

al DR. M CHALEK: The m ssion depends on the

b means. |'ve got to work on that. 1'll give you an

6 answer next tine.

% DR. GOUGH: Because if the cloud is big

8B enough, then the 10 is --.

0 DR. HARRI SON: So 10 woul d be anywhere from
D 9 to 11.

1 DR. M CHALEK: All right, let's put it this

P way; if it were a 10 percent c.v. --
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DR. STOTO. | think we should cut this off
now and then have a full discussion on it when we can
| ook at all the facts.

DR. GOUGH: Joel, that's an answer --
sonebody knows that.

DR. M CHALEK: | can answer it.

DR. GOUGH:. Ckay.

DR. HARRI SON: Let nme ask M ke this.

M ke, what do you consider to be the correct
process to -- how would you |ike to discuss this?

DR. STOTO. | think that we need to | ook at
the statistical plan where there are points in the plan
where you say, you know, treat everybody -- do this
anal ysis only on people who have background greater
than 10 or sonmething |like that; and | ook at those
decisions that reflect this cut point, and think
through what are the options, what are the
al ternatives, what are the pros and cons.

DR. HARRI SON: So what you're saying is that
you want to discuss the 10 cut point -- and this should
be an action item actually -- you wanted to nake sure

that we discussed the 10 cut point as a part of your




anal ysis of the statistical section of the statenment of
work in the Decenber neeting.

DR. STOTO.  You know, what they do is in
sonme ways now this exposure study of obesity to say,
wel | anybody with a body mass index of |ess than 30,
we're going to | eave them out of the analysis. That
| eads to certain biases.

DR. M CHALEK: Ri ght .

DR. HARRI SON: And | woul d be opposed to
t hat .

DR. STOTO. Well, that's kind of what
they' re doi ng.

DR. M CHALEK: But the reason -- but M ke,
the reason | woul d be opposed to that is that even
within the normal BM range of 20 to 25, people with a
BM of 20 have | ess diabetes than people with a BM of
25.

So | can show a biol ogical significance
within the normal range for a particul ar measurenent.
So fromny perspective, | defend it because of -- from
the standpoi nt of biological relevance.

DR. STOTO. [|I'mnot trying to say these guys




are wong, |'msaying that it needs a discussion. This
is the kind of discussion we would nmake.

DR. HARRI SON:  What | woul d suggest is that
t here should be no assay, that assays |ower than the
body can perceive.

DR. SELVIN: Let nme support Mke in this.
don't think it's a biological question. The biological
question follows after the analysis is conplete, and
it's statistical optimumto use the data as neasur ed.

It's a waste of tinme and noney, so to speak,
to cut the data into two pieces and analyze it as a
bi nary variable. You don't |ose anything by analyzing,
inits continuous form understandi ng what's going on
in the analysis, and then you can cut it where you want
with biological plausibility to describe the
phenonmenon.

DR. HARRI SON:  Well, if we cut it where |
want it --

DR. SELVIN: You can do that post-analysis.

DR. STOTO. That's the interpretation, But
we' re tal king about how to do the anal ysis.

DR. SELVIN: If you take a normally-




di stributed variable, just to be a little technical.

If you take a normally-distributed variable and cut it,
it's akin to throwi ng away 30 percent of your data.
It's 30 percent less efficient to deal with the binary
variable than it is a continuance.

DR. MNER. W would like to respond.

Joel, please.

DR. M CHALEK: May | respond?

DR. HARRI SON: Well, are you finished?

DR. SELVIN:. Yes.

DR. HARRI SON: Is Dr. Selvin finished,
because that's --

DR. M CHALEK: Go ahead, finish

DR. SELVIN. No, I'd |like to hear what you
have to say.

DR. M CHALEK: First of all, all continuous
data is analyzed twice. [It's analyzed continuous form
and it's analyzed in binary form

For exanple, blood glucose. W analyze it
as a continuous variable using every single
measur ement - -

DR. STOTO This is a different issue, Joel.




P DR. M CHALEK: | know, but |I'm getting
B there, I"mgetting there.
4 DR. HARRI SON: Because this has to do with

b the statistical nodel, right?

¢ DR. CAMACHO Let's let him--.

7 DR. M CHALEK: Every single variable is

B anal yzed at | east twice. Now dioxin, we use that 10

D parts per trillion cut point in two places; right here
D on the initial dose, because we don't like to

1 extrapol ate people to Vietnamthat have 1 parts per

P trillion. We only like to extract people that are

3 above background.

al Now t here are other ways to do that, and I
b agree. But that's what we did; I"'mtelling you what we
6 did. The 10 parts per trillion cut point here, we used

7 it down here on this dioxin category thing which is on
B the slide you saw, but we did not use it here. Because
O in this nmodel we didn't use dioxin at all. W said al
D Ranch Handers versus all Controls. All Ranch Hander

1 versus all officer controls.

P We did not use it down here. Here we're




usi ng every single dioxin nmeasurenent at its absolute
face value on every single subject, because we're
regressing health on dioxin. Ri ght down to zero,
we're using all the data, w thout any truncation,

wi t hout any expl osi ons, everybody is in that nodel,
that | ast nodel.

DR. HARRI SON: So what's your expl anation
for truncating, though, in the two categories?

DR. M CHALEK: We're only truncating on that
initial dose estimte, because we believe that the
first order nodel does not hold at background | evels.
We believe that when you're at background | evels,
you're at steady state. That first order nodel doesn't
hold. That's why we cut it at 10.

Now a way to nodify that is to just |et

everybody bel ow 10 have their current value, and then

you include everyone in the nodel. And | agree with
that nodification; that's fine. | don't see an issue
t here.

DR. HARRI SON: If you did a regression, if
you t hought that the |less than 10 was background,

you're saying then that the regression line was fl at,




and so when you regress back to Vietnam vyou're going
to be at the sane nunber that you nmeasured.

DR. M CHALEK: No. If you attenpt to use
the first order nodel with sonmeone with 2 parts per
trillion, you're telling me that you believe -- go
ahead.

DR. STOTO. Please. | don't renenber the
details of this. W need to see the plan to see what's
at stake here. W just can't have this discussion now.

DR. HARRI SON: Well, | think we can, though,
M ke. Because if | understand correctly, what you're
saying is that if you start out with a very |low | evel
in Vietnam and you have a regression -- and you have a
certain half-life, then you may reach background within
five years.

At that point, then, by the time the study
starts, you're neasuring background | evels severa
times. And you have no way to go back and estinmate the
origi nal val ue.

DR. STOTO. The issue here is how to do a
statistical analysis. 1It's not the biology or the

biology is relevant to that question, but the issue is
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how to do statistical analysis; and | don't renmenber
the details of what they did, and I'm not prepared to
di scuss this wi thout seeing the details on paper in
front of ne.

DR. HARRI SON: Okay. All right, so we'll
put that on the agenda for the next neeting.

Jay?

DR. M NER: One of the purposes of having a
Decenber meeting was first to bring up sticky issues
here, and not so nuch to get w apped around the axle
with them but et you all go back and think about it
and get stuff lined up and then cone back in Decenber
and make sone deci sions, yes.

DR. HARRI SON: Okay. all right.

DR. CAMACHO My only concern is that the
time line for this is short.

DR. HARRI SON:  Agr eed.

I'"d like to rai se anot her issue.

Ch, I"'msorry. Go ahead, Joel.

DR. M CHALEK: Just one nore thing. |
wanted to enphasi ze anot her point.

Anot her thing that you should watch for as




you go through this is covari ates.

One of the strengths of our study is the
fact that we're able to adjust for snoking, current
snmoki ng and entire lifetinme history of snoking as
measured by pack-years; sanme thing with drinking. This
is one of the few studies that has a conplete set of
covariates in every analysis.

And by the way, every one of these anal yses
are done twi ce; once is not adjusted and one is
adjusted. So you're talking about four -- and there's
one for each of these; that's three, five, six, seven
times two, that's 14 anal yses for each of 200 outcones
-- nore than that, because the |ab variables are done
twi ce, continuously distributed and binary. W're
tal ki ng hundreds of statistical analyses here.

DR. SELVIN. \Why do you do the unadjusted?

DR. HARRI SON: Because we want to see --
this goes back to Paula Maier, used to be on the
comm ttee, 1985, introduced the idea of show ng both
unadj usted and adjusted, and since then we've liked it,
because that way we can see the effect of the

covari at es.




And by the way, many tinmes the unadjusteds
are not that nuch different fromthe adjusted, and that
| ends credence to the results.

The point on the covariates is that they may
not be up to date; there may be a new covari ate that
you t hought of that we didn't, and a new risk factor.
In other words, a new confounder that we m ssed in the
contract. So you need to think about that, and this is
an i nportant piece.

Anot her good exanple of that is personality
type. It's a covariate for heart disease, but our
measurenment of it is pretty lousy. It was the Jenkins
Activity Scale. These nen rebelled, they don't want to
| ook at it anynore; and the reason is they've taken it
every time, that's one thing; secondly, the Jenkins
Activity questionnaire is directed at a normal working
i ndi vi dual, you know, who is enployed; because there
are questions in there about waiting in line at work or
t hi ngs happening at the office. Many of these guys are
retired. They say, "What are you doing? Wy are you
bothering me with this?" You know, and they just shove

it aside or they'l|l take their pencil and mark strai ght




1 down the page, all Yes's.

P (Laughter)

3 O they'll do little designs.

A (Laughter)

b So if we're going to neasure personality

6 type, we need to find some other way to do it.

% DR. STOTO. Why do you have to nmeasure it
B agai n?
0 DR. M CHALEK: Well, if that's the decision,

D fine; we won't. You think about it.

1 DR. M NER: A logistical problem perhaps

P raised here. |If we nmeet in Decenmber, very short tinme
B line for lots of decisions; neet again in early March
4 woul d still make it under the wire for statenment of

5 wor kK changes.

§ So --

% DR. CAMACHO  That's a good suggestion. How
B much time --

0 DR. MNER: But that's you'all's call.

D DR. CAMACHO. How much time are we having in
1 Decenmber? 1Is it one day, day and a half --?

P MR. COENE: That's to be di scussed.




DR. HARRI SON: That's for us to discuss.

MR. CCENE: This norning.

DR. CAMACHO.  Okay.

DR. MNER: [|'m not saying slip the Decenmber
nmeeting, because | think there's plenty; but maybe
anot her neeting early, then.

DR. HARRI SON: Joel, do you have any --?

DR. M CHALEK: No, I'mall done.

DR. CAMACHO | had one thing about the data
in the future

Well, we were asked to conme up with this
sort of | guess very beginning of tal king about
archiving all the stuff in six years.

So we were asked to put a statenent in for
the record; so the suggestion is sonmething along these
l'ines, that:

The Advisory Conmttee is concerned about the
term nation of the Ranch Hand Il Project in
2006. Consideration nust be given for the
devel opnent of an archive which will ensure
the preservation of all pertinent data

sanpl es and other research materials




il associated with the project.
P G ven the high profile of the study, -- why don't you
B read that?

4 DR. SILLS: [reading]

b G ven the high profile of the study

5 materials, and the fact that the Ranch Hand

% study is one of the nost conprehensive and

8 wel | - organi zed studies with consistent

0 successive sanples fromthe sane controls and
D exposed veterans, the Conmttee enphasi zed

1 urgent need to maintain the funding of the

P mat eri al s and sanpl es which are too val uabl e
¢ to place at risk.

4 DR. CAMACHO. [reading]

b So an initial estimation study shoul d be

5 devel oped which can assess the nultiple

% factors criteria for future access and the
8 acconpanyi ng costs involved for such an

0 archive. A designee or subcommittee of the
D Advisory Committee will work the study team
il to develop such an initial estinmate, RFP or

P what ever for this endeavor.




Sonet hi ng al ong those |ines.

DR. STOTO. | think that that's very good.

I would add one thing which | think is inplicit that we
all understand, but | don't think is explicit there;
and that is that the value of the data in these sanples
will continue |long after the data gathering stops,
because of the possibility of new hypot heses, new ways
of analyzing sanples, and so on and so forth. | think
that's inplicit.

DR. HARRI SON:  You know, you can al ways
think of things to add; but I think that the two of
you have done a really nice job of putting together al
of the thoughts that we've had about the inportance of
mai ntai ning this.

M ke, you were going to say something?

DR. GOUGH: | think it's a brilliant
par agr aph because it has an action plan in it. | nean,
it doesn't say "this is what we recomend”; it says

"this is what should be done." So | think that's
really good.

DR. HARRI SON: So -- our executive director




il MR. COENE: It seens to nme that probably

P that the thought needs to be taken out of the m nutes
B of this nmeeting and delivered, at |least, to a couple of
1 appropriate places; | think the Surgeon General of the
b Air Force and the Secretary of HHS.

5 It seenmed to nme that that at |east needs to
7 go on record and at |least -- and we've committed to do
B sonmething in here, we the commttee, and the project

O team But that we need to alert those powers --.

D DR. HARRI SON:  Why don't | undertake to do
1 this. First of all, does the commttee agree that we
2P would like to see this statement inserted in the

B m nutes as one of our concerns? |s that general

4 consensus?

b Any obj ections?
6 Ckay. So you all will deliver your
7 statenent to Barbara, and Barbara will neke sure it

B gets into the record.

0 MR. COENE: Well, and it's been captured.
D DR. HARRI SON: All right.
il MS. JEWELL: But you're going to change that

P just a little bit? 1 saw you writing.




MR. COENE: Yes.

DR. CAMACHO | |ike that statenment; you
want to tell me about --

DR. SILLS: How about the --

MS. JEWELL: If you get it to me, I'IIl get
it to Dan.

DR. CAMACHO  Ckay. Value of the --

MR. COENE: We'Il make sure it's in there.

DR. STOTO It's the value of the data, the
clinical data and sanples continues far beyond the tinme
needed to gather the data, or something |ike that.

DR. HARRI SON: Now, what | can propose to do
for the conmttee is sonething simlar to what | did
the last time. And that is, I'Il conpose a letter to
the Secretary of the Air Force and to Secretary
Shal al a, saying that there was an issue that arose
during the | atest neeting of the Ranch Hand Advi sory
Commi ttee concerning the preservation of these sanples
beyond the term nation of the study in 2006.

And when | did that letter before, | e-
mailed it around to the commttee nmenbers, who e-nmail ed

back suggestions and corrections. | incorporated those




and they sent the letter out on behalf of the

comm ttee.

If that's acceptable, I'Il do that again and
we'll get the sanme results --no.

DR. CAMACHO  But see, that's what -- | have

sonme know edge base about this, okay? And we've got a
good chunk of years to do this in. By the tinme we

march to the end, if we |let nme have sonme input in this

DR. HARRI SON: If we play our cards right.

DR. CAMACHO -- if we play the cards right,
we're going to go to a couple different commttees,
wal k right through from authorization and
appropriations and find the dough and make sure it gets
done; if we do our gane plan right with no | ast-m nute-
Charlie stuff.

DR. HARRI SON: Okay. | would also like to
bring up sonething else, if |I my.

DR. STOTO. 1'd like to say one nore thing
about this. | think the concept of having nmade a big
investnent in this study so far is an idea to get in.

DR. HARRISON: 1'Ill certainly incorporate it




il
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in the letter.

| want to bring up sonething else. | got to
t hi nki ng about this night, and | think if | were Joel,
if I were the principal investigator on this study, and
I had to plan what | was going to do over the next few
years. | would make the assunption, nunber one, that
we' Il be successful in obtaining some sort of support
to maintain this archive of sanples and data beyond the
pl anned term nation of the data. Because to plan
otherwi se is kind of futile.

And | know that |'ve got a certain amunt of
noney to go to the end of the study. | would nake sure
that | included all of the |ongitudinal things that
have been a part of the protocol all along, because
that's inmportant for conpletion of the |ongitudinal
study. So |I've set that noney aside, and then I'd | ook
at what | had left and 1'd say, "What can | do with
this noney that woul d enhance the value of this archive
for the studies that are going to be perfornmed past the
year 2006?

Now obviously it's kind of based on what I

-- just triggered ne yesterday with the Epstein-Barr




il

P

transformation, saving live cells as an archive. And I

don't really know if there's anything else that could

be done, but for exanple -- and | guess the other part
of it is, I don't think that you' re going to solve --
don't think you' re going to discover why docunentation

i ncreases the occurrence of database in a coupl e of
st udi es.

On the other hand, |I'm not sure what the SAS
file format is. \What | mean by that is, that I know

t hat nowadays there are SQL rel ational databases --

DR. CAMACHO. That's a different--

DR. HARRI SON: There's XM.-accessible -- ny
question, don't get tied up on the specifics. M
question is, for instance, is it worth considering yet
a third format for the entire database that m ght make
it nore accessible, nore searchable, nore eval uabl e?
And I'monly nmentioning that as a suggestion, not
sonmething that | feel |like there's sonething to be
done. Yes, sir.

COL. MARDEN: We al ready know that there's
| ots of data that was electronically archived 15-20

years ago that is al nost unusabl e because of the | egacy




systenms and the | egacy types of format that it was
archived in.

DR. SELVIN: 8-inch floppy drives, sonething
l'i ke that.

COL. MARDEN: Yes. So ny 5-1/4 inch is
getting pretty long in the tooth.

The point being, | think there's no
substitute for the hard copy, no matter how many ways
we digitize the data, | think we're going to have to
keep that hard copy.

DR. HARRI SON: For instance, what about a
plan to bring all the | egacy stuff up to one single
formt?

DR. CAMACHO  Wait. When you're storing
data, there's a variety of ways to do it. SAS-- it's
not going to happen. SAS goes out of business and
three years | ater nobody has any of the software to do
a SAS file. But the fact is a standard SDF,
everything's in a row, you' ve got the data record one
row or if you have multiple rows, they're |inked
relationally by the ID, et cetera, et cetera. That's

it, I don't care what you've got. \Whatever data




program you've got in the future, it's going to pick it
up. An SDF file is an SDF file; its standard col umms,
there they are, we go out this far; it doesn't make a
dam.

| mean, you don't --

DR. M CHALEK: We put it out two ways: fl at
files and SAS files.

DR. CAMACHO. And the SAS file can be
changed and nodul ated and - -

DR. HARRISON: A flat file is not
rel ational, though, right?

DR. CAMACHO No, but it doesn't nmake a

difference. If | have two flat files and they have
sonmething -- a colum in common, that's it. It can be
sucked up into anything. [It's just a matter of --

DR. HARRI SON: Well, I'mraising it as--

DR. SELVIN: Archiving the data isn't near
the problemas it is the biological material. It's
trivial to put the data away sonepl ace where peopl e can
get at it. That's a small issue.

DR. CAMACHO  That shouldn't be a problem

that's right.




il DR. HARRI SON: Well, the data is already in

P a format that you can't get at.

3 DR. CAMACHO So it can be changed, it can
1 be fixed.
b DR. SELVIN: Maybe you can't nmake it | ast

6 for a hundred years, but you can surely make it | ast

7 the next ten years.

8 DR. HARRI SON: How nmuch peopl e use things

O depends on its accessibility.

D DR. SELVIN:. Right. 1'mjust saying that

1 the data is not as -- is a small problem both cost-w se
P and effort-w se conpared to keeping the biol ogical

B sanmpl es alive and frozen and mai ntai ned and sone

1 know edgeabl e --.

b DR. HARRI SON: We've al ready got the

6 bi ol ogi cal sanmples in the proper storage. And if we

7 produce any other biological sanples, they' Il be put in
B t he proper storage.

0 DR. CAMACHO. Well, let's have a

D subcomm ttee on that.

1 DR. SELVIN: Well, | know little about this,

P but just having it in storage doesn't really do it,




because you have to have people who know what's in
storage and how it's accessible and --

DR. CAMACHO It's the catal oging; the whole
ni ne yards on that.

DR. HARRI SON: Well, all right. | don't
care whether we're tal king about file formats or
cat al ogs; but even for a catalog --

DR. CAMACHO. Well, that's what we said
we're going to do here, though. A subcommttee or
advisory commttee will work with a study team a
desi gnee or whatever to devel op such an initial
estimate and even an RFP, if possible. For the
endeavor; we need an RFP, we need a study done on it,
but let's get the basic paraneters.

DR. HARRI SON: My point is that there is
noney within this contract to carry out some of this.

DR. CAMACHO. Well, sonme of it should be
carried out, then.

DR. HARRI SON:  And |I'm suggesting that that
shoul d be a consideration.

DR. CAMACHO  That was a budget, right?

What's the budget bottomline here? Wat have you got,




every dinme spent all the way to 20067

DR. M NER: No.

DR. CAMACHO  So there's a big chunk hanging
around?

DR. MNER: No. Oh, no, no, no. W have
tal ked with our noney people at Air Force and said "W
are going to need sone shutdown noney, presumably to
hel p archive" -- and they have agreed to do that. What
they are very much against, the Air Force is not in the
heal th study busi ness, and they hardly have enough
noney to keep planes flying right now, and | think that
will only get worse.

So we get a lot of angry generals that say
"Well, why is part of my budget going to ra-ra-ra" type
of thing. So there's that attitude every time we go
for noney. Now Congress says "Okay, fine, but you're
going to do this.™

So in sone of your achiving things, keep
that in mnd, that the Air Force higher-up, their
mssion is fire and steel on target. It's not doing
heal t h studi es.

DR. CAMACHO  What do you think, in just a




bal | park, what we could weasel out of the governnent?

Just for |ooking at this issue, because |
think we can get noney el sewhere. | just think it can
be done.

DR. M NER: And that's great.

DR. CAMACHO. Maybe |I'm w ong, but | think
it can be done with a good gane pl an.

DR. MNER: | can't give you right now what
I think it would cost to archive.

DR. CAMACHO  Just to put this system --
let's put it to you, we're taking up tine. Let's put
the commttee together, if it's the three of us, Steve,

nysel f --

DR. HARRI SON: Wait a m nute, who's chairing

this thing?

DR. CAMACHO Well, | was making ny
suggestion. | know the database end of this stuff, and
he's saying he'll take a |lead on sonme sanple stuff, and
we'll put a little thing together for Decenber.

DR. HARRI SON: Are you going to be
responsi ble for the sanple stuff?

DR. CAMACHO If we don't do anything, then




1 we don't have a ballpark. It doesn't nake a difference

P if we're wong.

¢ DR. HARRI SON: |'m not proposing --.
al Hold on, we're getting a little disorganized
b here. |'mnot proposing that we do nothing. [|'mjust

6 saying that | haven't participated in this conmttee

7 for what seens |ike forever w thout having sone

B interest in seeing what happens to it. So I'd like to
0 stay involved in sone way.

D COL. MARDEN: |I've got a full colonel |ab

1 officer that can probably help us with the archiving of
P t he bi ol ogi cal s.

B DR. M NER: The other thing, | think you

1 were addressing nore ease of use in a relational

b dat abase type of activity versus all of our flat files
6 sitting out there where an individual kind of has to

7 know flat files, or look up in a data dictionary and so
B forth.

0 We've kicked this around a | ot and have --.
D DR. STILLS: Can |I ask a question; when you
1 say flat files --

P DR. CAMACHO  Just think of everything you'd




call them --

DR. HARRI SON: Think of a spreadsheet with
all this information on it, and think of another
spreadsheet with all information on it from anot her
guy, and think about how you're going to figure out how
to connect all those together. There's no easy way.

The way | see the progression of this, Paul,
and | don't want to -- I'mnot trying to stifle
anything; but the way | see the progression of this,
when | first canme on the commttee, the Air Force did
t he study, accunulated all this information, and stuck
it in the National Technical -sonmething archives or
what ever, where no one knew where the hell it was, no
one used it, no one did anything.

In spite of what Joel says, the only things
t hat got published were things that had to do with the
techni cal aspects of doing statistics; and then they
started doing the publication on the biol ogical
aspects, you know? VWhich are the things that attract
i nterest.

And then lastly now we have where the

material is being put on the web site and can be




accessed, publicly accessed. So |I'm seeing a
progression froma study that was really being done
sort of yn-yn-yn in itself, on out to being nore and
nore accessible to the scientific comunity.

My question is, what are the | ast pieces
that could be put on, so that soneone could say "GCee,
never heard of this thing before, I'mwondering if it's
got any relevance to ny interest,” and be able to get
into it without being so dedicated that they're willing
to spend the next, you know, two weeks figuring out how
t hi ngs are.

DR. CAMACHO. That's what --

DR. HARRISON: I"'minterested in nmaking it
nore accessi bl e.

DR. CAMACHO  Let's put a couple of ideas on
the table and let themgrow It's not |ike we' re going
to come to a decision imediately.

DR. HARRI SON: | under st and.

DR. M NER:. W do have file descriptions of
the flat files out there with all the datasets. You
can go to the web site and say Ckay, the file

neopl asi a/ 85-dat, and here's what's in it and it




=

1 descri bes every colum and row, what's there.

P DR. HARRI SON: So what's happening with the
B raw data that's on these older formats? Are they

4 already in the process of being transferred so that's
b what Joel is saying, by the end of the year all of

6 that's going to be on the web site?

I DR. M NER: Yes.

8 LTC BURNHAM Ri ght .

0 DR. HARRI SON: So all that's already being

D done.

1 LTC BURNHAM Ri ght .

P DR. HARRI SON: All right. So it's the sense
B of this commttee that we have a subcommttee to work
4 on this?

b That's fair enough.

6 And Paul, you want to work on it.

7 DR. CAMACHO: | know | do

B8 DR. STILLS: | probably --

0 DR. HARRI SON:  You say you don't?

D DR. CAMACHO Oh, | definitely do.

il DR. STILLS: | think I would probably want

P to work more on the health issues than the format and -




=

o DR. HARRI SON: M ke?
3 DR. GOUGH: | don't have any expertise in

A this, really.

b DR. HARRI SON: But you're our |egacy --
6 | egacy.

7 (Laughter)

B8 DR. GOUGH:. At last, I"ma legacy. This

O means | get special privileges.

D DR. HARRI SON:  Yes, you do.

1 [ Si nul t aneous di scussi on]

o DR. HARRI SON: | think that we've got a

B social scientist, a --

4 DR. GOUGH: | think Steve.

5 DR. HARRI SON: You think rather?

o Ckay, then Steve.

7 DR. GOUGH: There could be three of us. |Is

B that all right?

0 DR. HARRI SON: Well, and then it will be
D four of us; because | want to do the biology part.
il DR. GOUGH: On, all right.

p DR. HARRI SON: That will be four of us,




1 that's fine.

o Yes, Jay?

3 DR. M NER: Your question was, all of the

1 raw data going to be out there on the web? The answer
b is no, only the data that were used in the anal yses.

6 Now we have, and Joel can describe what we
7 have that we're not using the analyses; that is not out
B there, and --

0 DR. CAMACHO. No, but it should be

D preserved.

il DR. M NER: But it should be preserved.

P DR. CAMACHO  Because down the road -- ny

3 concern i s down-the-road concerns. We don't know what

N - -
b DR. HARRI SON: I'musing the term preserved
6 and accessible; | don't mean by that freely accessible,

7 but | nean it shouldn't be on sonething where you have
Bto go to a nuseumto find the drive to read the fl oppy
D of f of .

D DR. STOTO. | think an issue to be

1 considered is, to what degree, what are the conditions

P under which people can get access to the other data.
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DR. HARRI SON: That's anot her issue.

Yes, Joel?

DR. M CHALEK: | need to give you sonme nore
i nformation, because you' re heading down a path there
that -- | don't think you know where you're headed, and
that's not your fault. This is because you don't

understand the full |evel of conplexity.
We have perhaps thousands of datasets, we
have t housands of SAS prograns, we have hundreds and

t housands of Fortran progranms. W have datasets that
are what we call raw datasets. They are delivered by
NORC or SAIC or Lou Harris.

Now Lou Harris is a good exanple. W get a
raw questionnaire file frombaseline. Nowif you were
to go into that building and downl oad that file and
bring it up on your machine and start running with that
file, you have made a fatal error

The reason being that nmuch of that data is
incorrect. How do |I know that? Because we've checked
it. And what appears in the report are, we take a
certain streak of that data; we take a particul ar

columm, and we check every nunmber against the hard
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il

copy. Then we produce an anal ysis dataset, a pristine,
cl ean, 100 percent checked data, that's what goes in
the report.

But the raw data sits there, and it's w ong.

| know it's wong, Lydia knows it's wong, that

particul ar version of that dataset created on such-and-
such a day is wong, and we know it. There are
hundreds of such exanples in this study. It is a huge
collection of modified -- original, edited, nodified,
extracted, nmerged and massaged data that | know where
everything is. So does Lydia.

I n other words, when you say we're going to
rel ease everything to the public, you are creating a
m st ake.

DR. HARRI SON: |'m not saying rel ease.

DR. M CHALEK: I know that.

DR. HARRI SON: We're tal ki ng about --

DR. M CHALEK: | want to introduce this
| evel of conplications so that you understand that what
we release to the public is what we know is absolutely
correct.

DR. HARRI SON: Joel, what |I'm saying is that




il
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we need to consider if there isn't a way that all of
those datasets are maintained, and that there is sone
sort of a flag that says that that dataset is unchecked
and probably wrong.

And |I'm not saying that that dataset needs
to be available; I'mnot saying that that dataset needs
to be accessible by anyone on the outside at this
point. But if sonme time, five or ten years from now, a
decision is made that that particul ar dataset needs to
be evaluated again, | would like for it to be possible
for that to be done. And | would like for there to be
sufficient information about that dataset that a naive
person woul d have a chance of know ng what the quality
of the dataset was and what its position was in the
progression fromraw data to a report.

DR. M CHALEK: You have just laid out a task
that if it were pursued would put a serious dent in our
ability to wite research papers.

DR. STOTO. Can | suggest an alternative?

DR. HARRI SON: Of course.

DR. STOTO. | nmean, the alternative may be

that in 2006, they, after having cleaned all the data,
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they dunp all these raw data files and not bother about
preserving them but just make sure they preserve
sonet hing nmore than --

DR. CAMACHO  These are interesting ideas,
but why come to this conclusion today? It's a whole
study in itself.

DR. HARRI SON: Well, this is what we're
supposed to do.

DR. STOTO. Yes. But |I'mjust saying that
preserving everything is not the only option, and
probably isn't the best option.

DR. M CHALEK: That is -- anxiety.

DR. CAMACHO  Yes, but nobody's making a
deci si on here.

DR. M CHALEK: No, we're just talking.

DR. CAMACHO We're just talking; let's kick

the ball around and come up with something in Decenber,

listen to it, come up with a better plan for March.
Then there's 2001, there's 2002, 2003. By the tinme we
roll down the road, we ought to know what we're doing
by 2004. In the neantine, we're trying to get the
money.




3

b

DR. HARRI SON: We've been rolling for al nost
20 years. We still don't know what we're doing.

DR. M CHALEK: Let ne give you anot her
exanpl e.

DR. HARRI SON: Now wait a m nute, now.
You're planning to wite papers after 2006.

DR. M CHALEK: That's anot her point, by the
way. We are rapidly reaching a point -- you know it
takes up to five years to get a paper published. It

took us five years to get our chl oracne paper
publ i shed. How much tine do we have left on the study?
Five years.

In two years, when | submt an article to a

1 journal, it's very likely I won't be around; there wll

be no staff, there will be no study to receive referee
reports. So we're reaching a point here where we're
going to have to change our m nds about what we're
going to publish in this study or how we're going to
publish it.

DR. HARRI SON: Well, that's possible.

DR. M CHALEK: 1t's another hot topic for

di scussion, and we're going to reach that point in




about two years.

DR. HARRI SON:  You know, one of the things
you m ght consider is whether you should will this
dataset to the Scripps Institute.

DR. M CHALEK: The Scripps Institute is not
such a firmrock in the United States. That place is
on the edge of bankruptcy quite a | ot.

DR. HARRI SON: Everyplace in the United
States is on the edge of bankruptcy.

COL MARDEN: WII it to the Institute of
Medi ci ne.

DR. M CHALEK: But the point is that if you
willed it to sonebody that had an interest in it, then
what you'd see would be just those papers that you got
started and soneone el se was coauthor on would then, in
t he natural course, continue to be published and so on.

DR. M CHALEK: Now there's a problem you
see. |If you submt a paper say a year fromnow, and it
goes to a journal, and we don't get a referee report
back until June of 2000, we don't get good referee
reports back until 2006 when we're shutting down.

We're going to shut down. Now how is that




ot her coaut hor, say Jim Al bers, University of M chigan,
what's he going to do? He has no access to anything,
he has no patient folders he can | ook at, he has no one
he can talk to--

COL. MARDEN: That's back to the archive
i ssue.

DR. HARRI SON: Wel |, that depends on whet her
we are successful with the effort that we've agreed we
want to undertake to --

DR. M CHALEK: Let ne just say, what you
have to figure out a way of doing is capture what's in
my head and what's in lydia's head, and Billy Jackson
and Bill G ubbs. Sonehow --

DR. HARRI SON: When | was in Arkansas, up in
Fort Smth where the Canpbell Soup factory is, they had
one guy there who was the only guy who knew how to nake
those kettles work. And one day they sat down and
started asking him questions about what he did when
di fferent things happened.

And they constructed a set of if-then-else
rules, and then they fired his ass.

(Laughter)




il DR. M CHALEK: It's not quite that sinple.
P 1 wish it was that sinple

3 DR. STOTO.  Joel, presumably you and the

4 ot her coworkers will retire in 2006, but hopefully

b you're going to continue living.

5 DR. M CHALEK: 1'll nove on to another job.
% DR. STOTO. Move on to another job, and you
B m ght nove on to a job at a university, and the

O uni versity m ght be an appropriate repository for this

il DR. CAMACHO  There's 50 states. Every

P state -- if you want to put it --

¢ COL. MARDEN: There are ethics

1 consi derations here.

b DR. CAMACHO If you want to put it in state
6 uni versities.

% DR. STOTO. | know, |I'm sensitive to that,

B and |'m wondering if there's anything we could do

0 because -- | nmean, Joel is a national resource as well,
D believe it or not.

1 DR. M CHALEK: And Lydi a.

P COL. MARDEN:. So we're going to mumm fy you




when you die.

DR. M CHALEK: We need to nake ny cells
i mortal .

DR. STOTO. But | think it's worth
recogni zing that, and seeing what can be done about
t hat .

COL. MARDEN: That's an interesting point.

DR. HARRI SON: So our action plan is that we
have a subcomm ttee of Paul, M ke, Steve and myself who
are going to work on this issue. Paul is going to
chair the subcomm ttee.

We have action itenms for the next neeting
t hat we've already discussed and are already a part of
the m nutes.

You' ve got your hand raised. | was going to
ask, is there anything else that we need to discuss
before we take a break and then have our public
statement ?

DR. CAMACHO  This is just a response to
your -- the 12th we want to cone up with sone
paranmeters of a ballpark that we're going to nodify

over the next nonths, several nonths, years, couple of




years, and have a whol e plan together.

You had said archives, and you nentioned the
university. Every state in the Union has a state
university, and every state in the union had troops go
to the war. Every state in the Union has an obligation
to have their universities take a piece of the action,
regardl ess of whether the cyclops has a piece of the
action, to maintain this archive, put it that way.
There's a lot of alternatives. And that's our
commttee's job, is to ook out throughout these
al ternatives.

DR. HARRI SON: What we want to do is, we
want to make sure that the plan is solid, and not
specul ati ve.

DR. CAMACHO It's not going to be devel oped
in six nonths; it's going to take a year or two.

DR. HARRI SON: Before we take the break, |

proposed yesterday that we neet on Decenber 7 and 8th.

|s there sone consensus that those are
reasonabl e dates?

DR. GOUGH:. Well, | have prior engagenent on




1 the 8th.

P DR. SELVIN:. And it's from 11l to 2.

3 DR. GOUGH: So if you have a really |ong

A4 | unch -- just work around ne.

o DR. HARRI SON: Steve?

5 DR. SELVIN: The first two weeks in Decenber
7 are inpossible. | have two |arge classes with final

B exam nati ons.

0 DR. HARRI SON: And that's the sanme probl em
D you have, right?

il DR. CAMACHO  Well, no; | can get proctors
P to give out the exam

¢ DR. HARRI SON: So those are possible?

al DR. CAMACHO  The dates are possible.

b DR. HARRI SON: My experience is that the

6 commi ttee never neets as a whol e.

% s it possible that, during those days, that
B you could participate briefly by phone?

0 DR. STILLS: Sonmething |ike that.

D DR. HARRI SON: Okay, let's see.

il We don't have -- who's m ssing?

P MR. COENE: We don't have Landrigen, Favata,




D

il

and GCsay.

DR. HARRI SON: So that's a significant
number of people.

You' re okay, M ke?

DR. STOTO. |I'mokay. |'mpretty nuch okay
the next two weeks after that, too.

DR. HARRI SON: And Bob, you're not okay,
right?

DR. SILLS: The first two weeks -- the first
week I'mgoing to be in a neeting --

DR. HARRI SON: You're chairing a neeting
yoursel f.

DR. SILLS: | chair a neeting, and then the

next week I'min Toronto.

MS. JEWELL: How about the |ast week in
Novenber ?

MR. COENE: There's not much room for the
subcommittee to work, although we coul d postpone that
di scussion if we just --

DR. HARRI SON: Barbara's just brought up,
what about the |ast week in Novenber?

DR. HARRI SON: Because Thanksgiving is on
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1 the 23rd.

P [ Si mul t aneous di scussi on]

3 DR. HARRI SON: So that's not bad for you?
A DR. SILLS: That should be fine with ne.

b DR. HARRI SON: That would be fine with you.

6 That's the week before your exanms; that would be --

% DR. CAMACHO Fine with nme. [It's a Thursday
B and Fri day.

0 DR. HARRI SON: That would be fine with you.
D That's still bad with you?

il DR. SELVIN. | can't take any nore tinme away
P from cl ass.

3 DR. HARRI SON: | under st and.

A So that sounds |like that's even a better

b time, would be Novenber 30th and Decenber 1st. So if

6 you all will hold those dates.

% MR. COENE: And we'll try to clear them on

8 Monday.

0 DR. HARRI SON: We'll check with the other

D t hree nenbers of the commttee. | suspect that will be
1 okay with you all? You want it as soon as we can

P generate it?




MR. COENE: Hold it a second. That really
crunches the tinme we have to get those outside
reviewers review ng those six proposals, seven
proposal s or whatever the nunber.

DR. HARRI SON: Yes, it does, but we'll just
have to do it the best we can.

DR. M CHALEK: Well, you know, that deadline
isn't so inportant, either. | nmean the deadline on
t hose could be pushed up to March of next year.

DR. HARRI SON:  And we just work on the
statement of work for this tinme?

DR. M CHALEK: Yes. Let's plan on that.
You don't need to tal k about those proposals until
March of next year.

DR. HARRI SON: Okay, now - -

MR. COENE: That's fine. That would --
because we'll be hustling to put this commttee back
t oget her.

LTC BURNHAM  You're going to be getting
into sone fairly detailed stuff on that statenent of
work. |Is two days going to be enough?

DR. CAMACHO  Can we go to Saturday, too?




DR. HARRI SON:  No, no. Sonething that can't
be done in a day and a half isn't worth doing.

Now ri ght now we don't have a particular
date or set of dates or proposed set of dates for the
March neeting. Does anyone have any suggestions?

DR. GOUGH:. Do you mnd if | go get ny
cal endar, which |I've forgotten?

DR. HARRI SON: No. Not at all.

In fact, why don't we do this --

MR. COENE: Pick that up after the break.

DR. HARRI SON: We're tentatively okay for
Decenber, and after the break we're going to try to do
Mar ch.

DR. GOUGH: Can | ask one technica
question, about the results?

Yesterday you said that this increase in
carotid arteries increases with dioxin body burden in
the conparisons as well as in the Ranch Hands. Isn't
that true of diabetes as well?

DR. M CHALEK: Yes.

DR. GOUGH. Isn't that a puzzling -- it

sounds |like there's a marker here that we don't




understand - -

VO CE: What is the chicken, what is the
egg?

DR. GOUGH: Yes. Are there other exanples
of that where there's --?

DR. M CHALEK: We haven't | ooked in the
conparison group for those kinds of trends, in every
vari abl e.

DR. GOUGH: Yes, | think it would be silly
to do it everywhere, but that's just such a puzzle.

DR. M CHALEK: We have not | ooked
extensively, we've only | ooked at heart disease and
di abet es.

LTC BURNHAM  That makes sense, though,
because the conparison group does have levels. But in
many i nstances, in other studies, your conparison group
doesn't have any exposure; but in this one they all do
have.

DR. GOUGH: Yes, but ten -- | nean, all of
us are running around with 5 to 10 ppt. And if the
sl opes are the sane, it's as though, if dioxin were the

causative or associative agent and the slopes are the




sanme, it's as though if you' re exposed to just a little
bit, the little bit's nore potent than if you're
exposed to a | ot.

That doesn't make any sense, but it's a real
puzzle to me as to why --

DR. M CHALEK: But what happens in the Ranch
Hand group is that individuals with higher |evels,
above background, increases the risk even further. So
you have an increased risk --

DR. GOUGH: Okay, I'msorry. | didn't
under st and.

In the conparisons let's arbitrarily say it
goes up to 10, and in the Ranch Hands it goes up to
600. So at 10, in the two groups --

DR. M CHALEK: The two groups are roughly
parallel up to 10.

DR. GOUGH: Up to 10 --

DR. M CHALEK: And then beyond 10, the Ranch
Hand ri sk keeps increasing with increased dioxin.

There were controls with beyond that.
DR. GOUGH: Okay. That's what | understand.

DR. M CHALEK: That's how t he di abetes




1 wor Ks.

P DR. HARRI SON:  Why don't we do this.

B Bar bara has stuff for everybody to sign. Why don't we
4 take a break and let's --

b DR. STOTO. Can we ask whet her Jack has

6 stuff to say, or?

% MS. JEWELL: That's after.
8 MR. COENE: At 11 o'clock he's on.
0 JACK: 1've got to wite ny speech here.

D (Laughter)
il DR. STOTO. How nuch do you think you're

P going to have?

3 MAJ SPEY: Two or three m nutes.

al DR. STOTO. Why don't we just do it now?

b DR. HARRI SON: No, let's take a break first.
§

% [ Recess. ]

8 DR. HARRI SON: To get back to the issues of

O neeting tinmes, we're already honed in on Novenmber 30th
D and Decenber 1st. And now the March dates, does anyone
1 - -

P DR. STOTO. | think that the very |ast, end




of March is difficult for ne.

DR. HARRI SON: The very | ast what?

DR. STOTO.  29th and 30t h.

DR. HARRI SON: We want to do sonmewhere in
the first 2 weeks of March.

DR. STOTO. Then |'m okay.

DR. HARRI SON: It |ooks, according to ny
cal endar, that March 1st and 2nd are again a Thursday -
Friday tinme period, and obviously then the 8th and 9th
are the Thursday - Friday of the second week.

| mean, there being no conflict with either
of those dates, and March 1st isn't -- that's not
Mot her's Day, that's in My.

It's not Air Force Appreciation Day or
anything like that.

(Laughter)

MS. JEWELL: And where are we having this
meeti ng?

DR. HARRI SON: Well, that's sonmething el se
to discuss; but | think that considering the financial
constraints and considering that the Air Force has al

the noney in the world, that it would be cheaper for
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1 themto fly to where we're closer than for us to fly to

P them So we m ght want to do this in D.C

3 DR. STOTO. \Where's the Decenmber neeting?
A MS. JEWELL: D.C.
b DR. HARRI SON: That's my suggestion; |I'm

6 j ust meki ng those observations. What Ron is saying is
7 that it costs about $20,000 a neeting, and if we want
Bto try and have three nore neetings in this fiscal

O year, then --

D DR. STOTO. |I'mjust asking, |'m not

1 conplaining. O even offering an opinion.

D DR. HARRI SON:  Okay.

3 DR. GOUGH: | want to go to California
4 agai n.

b DR. HARRI SON: That's the next cycle,

5 t hough.

7 MS. JEWELL: The Ranch Handers are out

B t here.

0 DR. HARRI SON: So that's 2002, right?

D DR. GOUGH: We could take Jack with us.
il DR. HARRISON: So if no one has any real
P obj ections, can | get you for the next week to hold




both of those Thursdays-Fridays, 1st, 2nd, 8th, 9th,
and Barbara and Ron can contact the other nenbers and
see if one gives us nore yield than at the other, and
we' || pick whichever one gives us the highest yield.

DR. GOUGH: You're tal king about neeting
Thur sday norni ng.

DR. HARRI SON:  Yes.

DR. GOUGH:. So it's really Wednesday,
Thur sday.

DR. HARRI SON:  No, what |I'mtal king about is

DR. CAMACHO He's coming fromCalifornia --

DR. HARRI SON:  What |I'mtal ki ng about is,
you arrive Wednesday --

[ Si nul t aneous di scussi on]

DR. HARRI SON: So that being done -- where's
Jack?

MS. JEWELL: \here's our public?

DR. HARRI SON: Because if we don't have any
-- yes?

DR. GOUGH: Well, this is sort of

adm nistrative, and it's talking to Ron at dinner | ast




1 night, but evidently the Secretary's office --

P COL. MARDEN: The public and | were talking.
3 DR. GOUGH:. -- the Secretary's office did not
4 make any real effort to informveterans organizations
b that we were having this neeting.

5 MR. COENE: That's -- we were able to

7 det erm ne.

8 DR. GOUGH: Well, should we, should the

D committee send a letter to the Secretary about that? |
D nean, because we're going to be the ones -- the

1 Congress says we're supposed to nake every effort to do
P outreach, and we've fail ed.

3 MR. COENE: | don't -- it rains on nme in the
1 end, but it doesn't -- sonebody needs to --

5 DR. CAMACHO  See -- I'msorry.

5 DR. GOUGH: One of the criticisnms has been,
7 or one of the -- this committee's got to make nore of

B an outreach to the veterans community. And because of
D all the | ateness and sl owness in getting the commttee
D appoi nted, that wasn't done, but that's supposed to be
1 done through the Secretary's office, of HHS.

P And they didn't do anything, or the office




didn't do anything. So I think that we should, as a
commttee, send a letter to the Secretary and say that
we would |ike to have nore veterans participation and
her cooperation in getting the information out.

DR. CAMACHO  What do you nean by
partici pation.

DR. GOUGH:. They actually conme and testify.

COL. MARDEN: Well, here's Jack

DR. GOUGH: We have an hour for the public.

Jack is here; oftentinmes there's no one here.

MS. JEWELL: And he wasn't here because he
was notified by the Office of the Secretary. |s that
correct?

JACK: No, mm'am

DR. STOTO. At the |last neeting, the ones
who did conme found out about it at the |ast noment and
gave us a lot of trouble for it.

MS. JEWELL: Well, no, actually the last two
neetings, the O fice of the Secretary did notify them
and we had the first good turnout we've ever had from
vet erans groups.

DR. HARRI SON: So why don't we do--




il DR. GOUGH:. [|'Il be happy to wite the

P letter, and send it to Bob.

3 DR. HARRI SON:  Well, the other question that
1 you haven't asked is, What is the mechanismfor -- |

b mean, we have to tell the Ofice of the Secretary when
6 we are going to neet. And then the O fice of the

7 Secretary has to provide the notification.

B8 MS. JEWVELL: Yes.

0 MR. CCENE: And that's what we do.

D MS. JEWELL: Yes, and we did all that. And

1 we made tel ephone calls and we e-mail ed the second

P time. The person that was taking care of it retired,

B3 and they' ve not obviously naned anyone el se.

al DR. HARRI SON: Okay, M ke, we're going to be
b a letter-generating conmttee here, that's good. So

6 why don't you generate a letter, sanme format as what

7 1" m doi ng, you generate the letter, you circulate it

B through e-mail, you're witing a letter on behal f of

O the conmttee, so there should be a reasonable

D consensus about its content. And when that is reached,
1 then the letter will go out and --

P DR. GOUGH:. And it should be quick, because




we've got a neeting in seven weeks.

DR. HARRI SON: Yes, and in that letter it
should contain -- obviously it has to contain the next
neeti ng dates.

DR. GOUGH: Yes.

COL. MARDEN: You could do the tine-honored
mlitary thing of, "Dear Madam Secretary, unless we
hear different fromyou, we'll announce our neetings to
t he veterans organi zations."

DR. GOUGH: You don't want to take that
responsibility.

DR. HARRISON: | think -- the other thing
that | would do, Joel, whoever your -- is this
acceptable with your webneister? If you | ook on your
web page, in the actual HTM. text, it should have

sonmewhere in the key word section there, it should have

Ranch Hand -- you know, it should have a nunber of
keywords that search engines will use to categorize
t hat page.

Can you include on your web page the next
Ranch Hand Advisory Conmttee neeting date and the

tentative tinme period for the March neeting, even? You




know, you can say the March neeting will be held within
the first two weeks of March, and just have that on
your web page so it will come up on search engi nes.

DR. M CHALEK: The answer is yes, of course.

DR. STOTO. Is there sone single veterans
organi zation that we can work with to spread the word
to others?

DR. CAMACHO  You're going to get into
troubl e.

MR. COENE: There's a list of 12 that we're
aware of that have been contacted and were contacted
for menbers.

DR. STOTO. Can you let them know about
this, too? In addition to the Secretary.

MR. COENE: The point is yes, we can do al
of this. The issue is to keep this in an el evated and
within at | east some radar screen within the Ofice of
the Secretary. If we just --

DR. STOTO. Well, | think you should do it,
and | don't think you should do --

MR. COENE: Yes, that's what | -- that's ny

-- if we just go along and just ignore it --
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DR. CAMACHO  But we can go around them

i ke m dnight requisition; but it doesn't solve the
probl em of staying on the Secretary's radar screen and
maki ng sure that this project is in the infrastructure
of this agency.

DR. HARRI SON: That's right.

MR. CCENE: Yes. That letter will be
anot her rem nder.

DR. CAMACHO. And that takes sonme clout, and
we'll have to beat them over the head if we have to,
and have friends beat them over the head.

MR. COENE: Not too hard. [|'m good at
writing letters back for the Secretary.

(Laughter)

COL. MARDEN: You nean, we should just
address the letter 'Dear Ron' and then you wite back,
' Dear Bob'?

MR. COENE: Yes, I'mgoing to see it -- but

at least we do hit a few nerve endings as it conmes up
and then back down again.
DR. CAMACHO  What's the flow of the agenda?

Here's ny point --




il DR. HARRI SON:  We're al nost finished.
P DR. CAMACHO | know. So ny task is to put
Bthis letter in format for you to | ook at and consi der;

1 is that true?

b DR. HARRI SON: What letter are you talking
6 about ?
% DR. CAMACHO I'mtal ki ng about the diabetes

B stuff, the archive. You are sending this letter, but

O you told me to sketch this out or put this in witing,
D and it will be for you to submt it?

il DR. HARRI SON: That's an insert that goes

P into the mnutes, right?

¢ DR. CAMACHO  Then | don't have to worry

4 about that, it's being done.

b DR. HARRI SON: Well, you're going to give

6 what you have witten to Barbara so that she can nake
7 sure that --

B8 DR. CAMACHO. ©Oh, I'mgiving it to Barbara.

D DR. HARRISON: And then I'mwiting a
1 |l etter; based on your text and based on your

P di scussions, I'"'mwiting a letter that's going to




1 i ncorporate that issue and also incorporate the issue
P of the continuity of this study past 2006.
3 DR. CAMACHO So you're writing that letter

1 to Donna Shal al a?

o DR. HARRI SON: Ri ght .
o DR. CAMACHO And I"'mwiting the archive
7 piece to her, and you're going to pick that up -- or am

B 1 cc'ing you?

0 DR. HARRI SON: I'm just going to pick that
D up. In fact, | think all you need to do is give your
1 handwitten copy to Barbara. | don't think we need to
P generate anything el se.

¢ DR. STOTO. W need to go in a couple

4 m nut es.

b DR. HARRI SON: So there being no other

6 busi ness on our agenda, it's nowtinme for the public
7 statenent.

8 DR. CAMACHO  Just this point. You're

0 argui ng about Ron and his replacenent and the budget;
D are you witing that letter?

1 DR. HARRI SON: Those are all m ne.

P DR. CAMACHO  Ckay, and then the veteran




public notification, what did we decide we were going
to do with that?

DR. GOUGH: I'mgoing to wite a letter, and
"Il circulate it to the commttee.

DR. CAMACHO  Ckay. So here |'ve done ny
duty by passing this over there.

DR. HARRI SON: And done it well.

So, anybody el se before the public
stat ement ?

Let's go. Major?

PUBLI C COMMVENT

MAJ SPEY: |1'd just like to thank everyone
for the opportunity just to be here.

One of the things that cones to m nd about
this study is that what has been found so far,
particularly concerning the diabetes finding, is that
it's generally stated that those in contact with
her bi ci des have an increased risk of diabetes, and
that's not the case.

We're seeing, those of us that carry a
relative, conparatively |large volune of diabetes in our

bl ood, showi ng an increased risk of type Il diabetes,




type Il being, as you all know, generally controlled by
wei ght, diet, sone nmedication possibly. W're not
tal ki ng i nsulin-dependent.

We're seeing sone variation in body
chem stry which is unexpl ai ned; but that variation is
not showing in terns of nortality or general norbidity;
it's just a change in chem stry, none of which is
under st ood yet, and may never be understood as it
applies to causati on.

My fear is that many, many veterans
unnecessarily are concerned about their health, |ong-
term health, sinply because they went to Vietnam and
served in Vietnam And this study conpares the Ranch
Hand cohort and the conparison group cohort who were
Vi et nam veterans, and it was done so out of good
science and it was done so intentionally so that we
weren't m xi ng apples with oranges.

And what we're finding is that all of the
hoopl a that we've heard sine 1975 concerning "Agent
Orange” has upset, in my mnd and in the m nds of many
of us, unnecessarily; and it's a very mnor, | consider

it a very minor deviation in health of those of us who




1 have an el evation of dioxin in our blood over and above

P somewhere around 30 parts per trillion.
3 You are | ooking for a needle in a haystack,
1 and there's sone that will argue that the haystack

b doesn't even exist, but that's just nmy own personal

6 view. But | just want to enphasize the inportance of

7 this study and sticking with the protocol right through
Bto the end so that there can be no criticismof this

O study as a result of sonme sort of nodification towards
D the end. It's the finest study that's ever been done

1 on the human popul ati on, bar none. It's the hallmark

P epi dem ol ogy study that's ever been conducted by this

B nation's scientific community, and | think that's well -
1 recogni zed by the scientific community. And the

b menmbers of Operation Ranch Hand are damm proud to be a
6 part of it.

7 Thank you very nuch.

8 DR. HARRI SON: Thank you very nuch, Major.

0 Well, there being nothing else for us to

D fiddl e-faddl e about, | declare this neeting adjourned.
1

P Wher eupon, at 10:43 a.m, the neeting




1 adj our ned.)

P




